
Table D.2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs) (continued) 

Very Small (n = 110) 

95% Cl 

n %  Low High 

Small (n = 114) 

95% Cl 

n %  Low High 

Large (n = 14) 

95% Cl 

n %  Low High 

2.3* IIf 2.1 is No] 
If not following published GMPs,  
how does this plant verify the 
identity, purity, and composition of 
dietary supplement products and 
ingredients? 

1. Sanitation standard operating 
procedures (SSOPs) 

2. Other quality assurance (QA) 
program 

3. Certificate of Analysis 

4. Certificate of Identity 

5. Other 

Not applicable 

No answer 

8 22.56 - -a 6 14.18 - -a -b - - _ 14 19.09 - --a 

11 20.18 - --a 9 33.99 - --a -b _ - _ 20 25.29 - -a 

27 64.55 - -a 

10 11.96 - -a 

17 45.57 - -a 

6 13.50 - -a 

1 1.27 - -a 

19 85.73 - --a -b - - _ 

6 23.66 - -a 3 _ - _ 

7 24.70 - -a -b - - _ 
.rj _ _ -a -b _ - - 

0 - - -a -b _ - _ 

46 72.02 - 

16 16.34 - 

24 37.05 - 

7 9.22 - 

1 0.77 - 

-a 

-a 

-a 

-a 

-a 

2.4 [If 2.1 IS No] 
Why does this plant not follow 
published GMPs? 

n %  Low Hieh 

(verbatims provided in Table D-l 1) 

2.5 Does this plant have standard 
operating procedures (SOPS)? 

1. Yes 

2. No (Skip to Section 3) 

Not applicable 

Don’t know 

No answer 

79 65.17 50.98 77.10 104 91.11 81.08 96.08 12 88.98 63.97 97.35 195 79.73 71.54 86.02 

19 22.27 12.35 36.82 5 5.20 1.52 16.28 0 0.00 0.00 0.00 24 12.34 7.29 20.14 

5 2.87 1.16 6.91 0 0.00 0.00 0.00 1 6.54 0.90 34.91 6 1.59 0.71 3.52 

1 0.52 0.07 3.66 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.23 0.03 1.60 

6 9.18 3.17 23.79 5 3.69 1.40 9.37 1 4.49 0.61 26.47 12 6.11 2.84 12.65 

(continued] 



Table D=2. Weighted Responses for Section 2: Qood Manufacturing Practices (QYPs) (continued) 

n documentation of 

1. Yes 

2. No 
Don’t know 

aconfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question. 

82.01 73.47 88.24 

5.34 17.69 

0.30 0.04 2.10 

bCould not estimate because there were no respondents for that question. 

*Total may sum to greater than 100% because respondents could select more than one answer. 



Appendix 
D - 

W
eighted 

Results 
by Establrshm

ent 
Srze D-9 



g 
L Table D-3. Weighted Responses for Section 3: Personnel (continued) 

Very Small (n = 110) 
95% Cl 

n % Low High 

3.4 Does plant management verify and 
keep records that the procedures for 
personnel on disease control, 
personal cleanliness, and training 
are being folJowed? 
I. Yes 45 47.68 33.87 61.85 
2. No (Skip to question 3.6) 46 42.04 28.97 56.34 

Not applicable 2 1.25 0.31 4.92 
No answer 3 9.03 2.56 27.28 

Small (n = 114) large (n = 14) Overall (n = 238! 
95% Cl 95% Cl 95% Ci 

n % low High n % Low High n % Low High 

75 69.jl 56.93 79.42 12 93.15 63.84 99.06 132 62.02 53.13 70.18 
34 30.69 20.58 43.07 0 0.00 0.00 0.00 80 33.51 25.71 42.33 

0 0.00 0.00 0.00 1 6.85 0.94 36.16 3 0.87 02: . 2 77 
0 0.00 0.00 0.00 0 0.00 0.00 0.00 3 3.33 - rn ;.oc ::.c3 

3.5 [If 3.4 is Yes] 
Are records made ot any corrective 
actions taken if procedures are nor 
followed? 
I. Yes, for some procedures 24 58.21 36.93 76.82 38 47.77 33.56 62.35 5 43.29 18.65 71.77 67 50.59 39.34 b I .7B 

2. Yes, for all procedures 12 21.94 10.22 40.97 22 33.07 20.33 48.88 7 56.71 28.23 81.35 41 31.63 21.99 43.15 
3. No 6 15.11 4.51 40.13 9 13.94 6.68 26.80 0 0.00 0.00 0.00 15 13.14 6.83 23.79 

No answer 3 4.74 1.39 14.98 6 5.22 2.19 11.95 0 0.00 0.00 0.00 9 4.64 2.32 9.07 

3.6 Are records maintained of personnel 
education, training, or experience? 
1. Yes 54 54.22 39.63 68.12 84 73.66 61.31 83.15 12 93.15 63.84 99.06 150 67.00 57.99 74.92 

2. No (Skip to Section 4) 40 44.51 30.71 59.20 25 26.34 16.85 38.69 0 0.00 0.00 0.00 65 32.11 24.23 41.17 

Not applicable 2 1.28 0.31 5.09 0 0.00 0.00 0.00 1 6.85 0.94 36.16 3 0.88 0.27 2.81 

(continued) 



Table D-3. Weighted Responses for Section 3: Personnel (continued) 

Small (n = 114) Very Small (n = 110) 

95% Cl 95% Cl 
n % low High n % low High 

1. Term of employment 36 71.57 - -a 47 55.69 - -a 

2. _ Year(s) after expiration date 2 2.30 - -a 7 9.75 - -a 

3. _ Year(s) from date of 3 3.67 - -a 5 7.90 - -a 
manufacture 

4. Other 

Don’t know 

No answer 

Mean years after expiration date 

Mean years from date of 
manufacture 

12 21.31 - -a 20 22.90 - -a 

0 0.00 - -a 0 0.00 - --a 

1 1.15 - -a 5 3.76 - -a 

2 2.50 - -a 7 2.14 - -a 

3 2.67 - -a 5 3.74 - --a 

Large (n = 14) 

n % low High 

3.7 [If 3.6 is Yes] 
How long are records of personnel 
education, training, or experience 
maintained? 

4 34.26 - -a 

1 8.57 - -a 

0 0.00 - -a 

6 52.10 - -a 

1 5.07 - -a 

0 0.00 - -a 

1 6.00 - -a 

-b - - _ 

aconfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question. 

bCould not estimate because there were no respondents for that question. 

Overall (n = 238) 

95% Cl 

n % low High 

87 

10 

8 

38 

1 

6 

59.16 - -a 

7.26 - -a 

5.94 - -a 

24.63 - -a 

0.39 - -a 

2.63 - -a 

10 2.53 - -a 

8 3.52 - -a 
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Table D-4. Welghted Responses for Section 4: Buildings and Facilities 

Very Small (n = 7 10) Small (n = 114) large (n = 14) Orersfl (n = x3!?) 

95% Cl 95% Cl 95% ci 95% fi 

n % low High n % ’ low High n % : ,-l-G, Low High n 4/u -., .-* nicn 

4.0 Are raw materials, in-process 
materials, or finished products 
handled or stored at this plant or 
site? 

- -- 1. Yes 101 92.04 80.78 96.95 111 98.10 93.12 99.49 13 95.51 73.53 99.39 225 9,' 35 9O.ii 97.84 

2. No (Skip to Section 5) 9 7.96 3.05 19.22 3 1.90 0.51 6.88 1 4.49 0.61 26.47 13 4 67 2.16 Y./Y 

4.1 What percentage of plants are 
owned vs. ieased@ (indiide 
warehouse facilities located at this I 
plant.) 
a. Owned 39 36.10 24.01 50.27 68 59.80 47.47 71.00 11 85.17 55.41 96.37 118 51.19 42.43 59Hc7 
b. Leased 62 63:Y0 49.73 75.99 43 40.20 29.00 52.53 2 14.83 3.53 44.59 107 48.81 40.12 57.57 

Owned Facilities 

4.2 Are there wntten procedures on 
maintenance of the grounds about 
the plant? 
1. Yes 9 24.33 9.49 49.63 38 60.35 45.34 73.64 10 90.63 53.87 98.77 57 52.35 40.65 63.79 
2. No 27 70.92 46.84 87.10 29 37.70 24.69 52.77 1 9.37 1.23 46.13 57 45.05 33.75 56.88 

Not applicable 1 1.63 0.22 11.29 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.48 0.07 3.43 
Don’t know 1 1.56 0.21 10.80 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.46 0.06 3.29 
No answer 1 1.56 0.21 10.80 1 1.94 0.26 12.98 0 0.00 0.00 0.00 2 1.66 0.35 7.42 

(continued) 



Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

1. Yes 

2. No 

sanitizing materials? 

1. Yes 

control? 

1. Yes 20 59.40 37.16 78.36 52 77.27 61.84 87.69 10 94.46 68.48 99.26 82 73.48 62.04 82.45 

2. No 17 37.41 19.14 60.15 16 22.73 12.31 38.16 1 5.54 0.74 31.52 34 25.57 16.67 37.11 

Not applicable 1 1.56 0.21 10.80 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.46 0.06 3.29 

No answer 1 1.63 0.22 11.29 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.48 0.07 3.43 

4.6 Does plant management verify and 
keep records that procedures for 
buildings and facilities maintenance 
are being followed? 

1. Yes 15 52.51 33.50 70.82 50 78.44 63.61 88.34 9 81.26 47.18 95.47 74 71.02 61.23 79.18 

2. No (Skip to Section 5) 23 45.86 27.89 64.97 18 21.56 11.66 36.39 2 18.74 4.53 52.82 43 28.50 20.34 38.36 

No answer 1 1.63 0.22 11.29 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.48 0.07 3.43 

(continued) 
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Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Very Small (n = 110) Small (n = 114) 

95% Cl 95% Cl 

n % low High n % low Hig 

4.14 [If 4.12 IS 1 (lessee)] 
For leased facilities, are there wntten 
procedures on the storage and use 
of cleaning and sanitizing materials? 

1. Yes 18 33.35 16.81 55.3 26 59.94 38.32 78.2 

2. No 22 61.02 39.75 78.7’ 11 38.34 20.27 60.3 

No answer 4 5.63 2.04 14.6. 2 1.71 0.43 6.5 

(Skip to question 4 17) 

4.15 Ilf 4.12 IS 2 (lessor il 
Does plant management verify and 
keep records that the facility owner 
is properly malnfainfng the 

buildings, fixtures, and other ,.- 
physrcal fmlities of ihe blant? 

1, Yes 5 48.44 - -a 0 0.00 - -a 

2. No 9 26.39 - -a 4 100.00 - -a 

Don’t know 0 0.00 - -a 0 0.00 - -a 

No answer 3 25.17 - -a 0 0.00 - -a 

4 16 [If 4.12 IS 2 (lesso, )I 
Does plant manage~nent verify and 
keep records that the cleaning and 
sanltrzing mater/a/s used by the 
facility owner are being properly 
stored and used? 

1. Yes 6 51.31 - -a 0 0.00 .- -a 

2. No 8 23.52 - -a 4 100.00 - -a 

Don’t know 0 0.00 - -a 0 0.00 - -a 

No answer 3 25.17 - -a 0 0.00 - -a 

large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 

n % low HiRf 

1 100.00 100.00 100.0 45 48.41 34.39 62.68 

0 0.00 0.00 0.0 33 48.13 34 18 G2 37 

0 0.00 0.00 0.0 6 3.46 1 56 7.52 

00.00 - -a 
0.00 - -a 
0.00 - -a 
0.00 - -a 

1 100.00 - -a 

0 0.00 - -a 

0 0.00 - -a 

0 0.00 - --a 

n % Low High 

:. 

6 45 67 - -L’ 

13 32.57 - -a 

0 0.00 - -a 

3 21.76 - -a 

7 48.15 - -a 

12 30.09 - -a 

0 0.00 - -a 

3 21.76 - -a . 

(continued) 



Table D-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Very Small (n = 110) Small (n = 114) 

95% Cl 95% Cl 

n %  Low High n %  Low Higl 

4.17 For leased facilrties, who is 
primarily responsible for pest 
control? 

1. Plant management (lessee) 43 63.42 43.62 79.5 

2. Facility owner (lessor) (Skip to 17 29.77 15.47 49.5 
question 4.19) 

Not applicable 1 0.88 0.12 6.2 

No answer 1 5.93 0.78 33.5 

4.18 [If 4.17 is 1 (lessee)] 
For leased facilities, are there written 
procedures on pest control? 

. 1, Yes 14 32.43 15.72 55.2r 

2. No 26 63.70 41.49 81.21 

No answer 3 3.87 1.16 12.1; 

(Skip to question 4.20) 

4. I9 (If 4. I7 is 2 (lessorr] 
Does plant management verrfy and 
keep records that the facrlity owner 
IS taking proper pes! control 
measures? 

1 38 88.14 65.12 96.7 

5 11.86 3.27 34.8 

0 0.00 0.00 0.0 

0 0.00 0.00 0.0 

31 89.35 76.29 95.6 1 100.00 100.00 100.0’ 

6 9.72 3.75 22.9 0 .o.oo 0.00 0.01 

1 0.93 0.12 6.61 0 0.00 0.00 0.01 

1. Yes 4 42.29 - -a 1 6.91 - -a 

2. No 9 44.18 - -a 4 93.09 - -a 

Don’t know 1 2.96 - -a 0 0.00 - -a 

No answer 3 10.57 - -a 0 0.00 - -a 

Large (n = 14) I Overall (n = 238) 

95% Cl 

n %  Low Hi@ n %  Low High 

1 53.82 6.58 95.C 

1 46.18 4.93 93.4 

0 0.00 0.00 0.0 

0 0.00 0.00 0.0 

1 100.00 - -a 6 36.00 - -a 

0 0.00 - -a 13 54.05 - -a 

0 0.00 - -a 1 2.18 - -a 

0 0.00 - -a 3 7.77 - -a 

I 95% Cl 

82 74.02 60.19 84.29 

23 22.25 12.77 35.87 

1 0.48 0.07 3.45 

1 3.26 0.43 20.75 

46 ‘62.69 47.96 75.40 

32 35.01 22.52 49.95 

4 2.30 0.84 6.13 

(continued) 



0 
I Table 0.4. Weightad Responses for Section 4: Buildings and Facilities (continued) 

Very Small (n = 110) Small (n = 114) 

95% Cl 95% Cl 

n % low High n % Low High 

4.20 Does plant management verify and 
keep records that procedures for 
buildings and facilities maintenance 
are being followed? 

I. Yes 

2. No (Skip to Section 5) 

Not applicable 

Don’t know 

No answer 

4.2 1 [If 4.20 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

I. Yes, for some procedures 

2. Yes, for all procedures 

3. No 
No answer 

24 

34 

1 

1 

2 

12 

6 

4 

2 

40.26 24.33 58.55 30 

46.08 28.93 64.21 12 

0.88 0.12 6.25 0 

0.92 0.12 6.49 0 

11.85 3.04 36.55 1 

68.41 50.03 82.41 15 

17.89 7.30 37.60 6 

9.10 3.28 22.79 7 

4.60 1.07 17.72 2 

61.62 42.38 77.8 

30.89 15.54 52.0: 

0.00 0.00 O.O( 

0.00 0.00 O.O( 

7.49 1.04 38.4; 

37.83 21.07 58.11 

21.37 7.42 47.97 

31.41 13.93 56.44 

9.39 2.25 31.82 

large (n = 14) 

95% Cl 

n % Low High 

100.00 100.00 1 OO.O( 

0.00 0.00 o.oc 

0.00 0.00 o.oc 

0.00 0.00 o.oc 

0.00 0.00 o.oc 

100.00 100.00 100.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

Overall (n = 238) 

95% Cl 

n % Low High 

56 50.50 39.61 61.35 

46 38.74 27.06 51.88 

1 0.48 0.07 3.45 

1 0.51 0.07 3.61 

3 9.77 3.41 24.94 

29 53.19 38.23 67.59 

12 19.17 9.29 35 46 

11 20.65 10.15 37.47 

4 7.00 2.35 19.05 

aConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question. 

blf 50% or more of the plant’s facilities are owned, the respondent completed questions 4.2 through 4.7. If 50% or more of the plant’s facilities are /eased, the 
respondent completed questions 4.8 through 4.2 1. 
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Table D-5. Weighted Responses for Section 5: Equipment (continued) 

Very Small (n = 110) 

95% Cl 

Small (n = 114) 

95% Cl 

n % Low High 

5.4 Does this plant &/date that 
equipment, Instruments, and 
controls are installed correctly? 

1. Yes 63 67.71 52.41 79.9t 

2 No 25 26.29 15.30 41.3s 

No answer 4 6.00 1.45 21.69 

5 5 Does this plant va//&te that 
equipment, instruments, and 
controls are used correctly? 

1 Yes 68 67.42 51.84 79.90 

2. No 22 27.82 16.14 43.56 

No answer 2 4.76 0.83 23.09 

5.6 Does this plant va/lJate the 
equipment used in quality control? 
Quality control eqtilpment Includes 
automatic, mechanical, electronic, 
and computer equipment, including 
hardware and software. 

1. Yes 55 62.98 47.92 75.88 

2. No 28 24.22 14.66 37.29 

No answer 9 12.80 5.09 28.65 

n % low High 

70 56.25 44.36 67.4: 

37 40.24 29.29 52.2C 

3 3.50 1.13 10.36 

80 66.19 53.65 76.8C 

28 31.48 21.15 44.03 

2 2.34 0.58 8.96 

.,_ _ 

82 67.1 1 54.22 77.86 

25 30.10 19.67 43.09 

3 2.79 0.83 8.98 

Large (n = 14) 

95% Cl 

n % LOW High 

11 85.17 55.40 96.3: 144 62.40 53.62 70.44 

1 6.85 0.94 36.11 63 32.85 25.07 41.71 

1 7.98 1.08 40.85 8 4.74 1.99 10.90 

11 85.17 55.40 96.37 

1 6.85 0.94 36.16 

1 7.98 1.08 40.85 

10 77.20 47.55 92.67 147 66.02 56.77 74.18 

2 14.83 3.63 44.60 55 26.92 19.49 35.92 

1 7.98 1.08 40.85 13 7.06 3.39 14.15 

Overall (n = 238) 

95% Cl 

n % Low High 

I” 
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations 

Very Small (n = 110) Small (n = 114) 

95% Cl 95% Cl 

n % low Hieh n % low Hiah 

6.1 Is there a unit or person responsible 
for quality control? 

1. Ye5 85 74.45 60.20 84.87 108 92.39 79.86 97.3t 

2. No (Skip to question 6.4) 11 12.12 5.24 25.59 4 6.85 2.11 20.0‘ 

Not applicable (Skip to 10 8.53 3.44 19.61 0 0.00 0.00 O.O( 
question 6.4) 

No answer 4 4.91 1.15 18.66 2 0.76 0.18 3.05 

6.2 [If 6.1 is Yes] 
Are there written procedures on the 
responsibilities and procedures 
required of the quality control 
unit/person? .- 
1. Yes 48. 64.53 49.77 76.96 91 86.03 75.54 92.47 

2. No 29 29.04 17.62 43.92 14 11.15 5.47 -21.40 

No answer 8 6.44 3.10 12.87 3 2.82 0.81 9.37 

Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 

n % Low High n % Low High 

12 91.00 69.49 97.82 205 84.52 76.64 90.08 
1 4.51 0.61 26.58 16 9.02 4.71 16.$9 

0 0.00 0.00 0.00 10 3.70 1.50 8.87 

1 4.49 0.61 26.47 7 2.76 0.87 8.40 

12 100.00 100.00 100.00 151 78.59 70.70 84.81 

0 0.00 0.00 0.00 43 17.37 11.65 25.08 

0 0.00 0.00 0.00 11 4.04 2.11 7.62 

(continued) 

’ 
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N Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

6.3' [If 6.1 is Yes] 
For which of the followlng does the 
quality control unit/person have 
responsibility and authority? 

7, Approvai/rejecfion of cleaning 
and maintenance procedures 

2. Approval/rejection of 
procedures, specifications, 
controls, tests, and examrnatrons 
for purity, quality, and 
composition 

3, Approvai/rejectlon of raw 
materials 

65 

n 

77.50 

%  

62.87 

low High 

87.5 

4. Approval/relecr on of packagrng 
materials 

5. Approval/rejection of labeling 

6. ApprovalIrelecrton of finished 
dietary product, 

7. Other 

No answer 

68 83.20 69.82 91.3! 

70 76.70 59.75 87.91 

70 77.25 60.44 88.2' 

70 80.35 64.30 90.27 

67 83.51 72.48 90.6C 

4 3.21 1.15 8.64 

4 3.18 1.14 8.6C 

Small (n = 114) large (n = 14) 

95% Cl 95% Cl 2 

73 64.90 52.46 

n %  low High1 n %  Low High 

75.60 10 83.25 51.43 95.W 

95 89.28 81.33 94.09 12 100.00 100.00 1 OO.O( 

148 70.76 61.79 78.36 

175 87.56 81.10 92.03 

96 84.69 72.64 92.02 Jl 91.63 57.70 98.87 177 82.02 72.99 88.51 

84 71.57 58.90 81.56 11 91.63 57 70 98.87 

83 74.32 62.43 83.44 9 74.88 44.00 91.87 

95 85.94 74.87 92.62 12 100.00 100.00 100.00 

4 2.75 0.92 7.97 2 16.75 4.11 48.57 10 3.72 1.92 7.10 

5 5.29 2.10 12.67 0 0.00 0.00 0.00 9 4.18 2.05 8.34 

Overall (n = 238) 

95% Cl 

n %  Low High 

165 74.88 65.58 82 34 

162 76.66 67.86 83 63 

174 85.81 78.62 90 86 

(continued) 



Table D.6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) Small (n = 114) large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  low High n %  low High n %  low High 

6.4 Does this plant require suppliers to 
provide a Certrfrcate of Analysis? 

1. Yes, from some suppliers 39 29.68 19.28 42.71 29 20.05 12.54 30.49 5 32.10 13.20 59.52 73 24.86 18.49 32.55 

2. Yes, from all suppliers 42 45.16 32.17 58.84 76 72.18 60.75 81.31 7 55.79 29.94 78.85 125 59.58 51.21 67.43 

3. No, do not requrre CofA from 14 10.53 4.93 21.08 3 1.11 0.35 3.45 0 0.00 0.00 0.00 17 5.14 2.60 9.92 
any suppliers (Skip to 
question 6.7) 

4. Do not receive ingredients (Skip 6 6.40 2.00 18.62 3 4.76 1.24 16.56 1 7.62 1.03 39.47 10 5.63 2.48 12.27 
to question 6.7) 

Don’t know 2 1.06 0.26 4.23 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.46 0.1 1 1.84 

No answer 7 7.16 2.48 18.96 3 1.90 0.51 6.88 1 4.49 0.61 26.47 11 4.32 1 .89 9.58 

6.5 [If 6.4 IS Yes] 
Does this plant verify the reliabilrty 
of the suppliers’ Certificate of 
Analysis? 

1. Yes 46 66.65 51.67 78.88 85 80.62 68.80 88.70 10 87.43 60.01 96.99 141 75.62 67.14 82.48 

2. No (Skip to question 6.7) 33 32.33 20.25 47.33 20 19.38 11.30 31.20 2 12.57 3.01 39.99 55 23.99 17.16 32.48 

No answer 2 1.02 0.26 3.93 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.39 0.10 1.52 

(continued) 



0 
IL Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

n % Low High 

6.6* [If 6.5 IS Yes] 
How IS reliability ot the supplrers’ 
Certif/cate of Ana/ys/s verified? 

1 Conduct on-site revrew of 
suppliers’ operations 

2. Perform tests in-house to confirm 
results 

3. Use off-site laboratory to confrrm 
results 

4. Require suppliers to conduct 
tests as part of s.rpply 
specifications 

5. Standard reference materials 

6 Other 

No answer 

20 57.74 38.59 74.8; 

12 20.92 9.33 40x 

32 74.19 53.37 87.8L 

17 50.37 30.64 69.9E 

18 30.43 15.72 50.64 

3 8.13 1.96 28.12 

2 2.08 0.51 8.08 

6.7* Does this plant conduct tests on 
any raw materkds~ 

1, Yes, in-house 

2 Yes, off-Me 

3. No (Skip to question 6.14) 

Not applicable .Skip to 
question 6.14) 

45 31.56 21.50 43.70 

48 45.32 32.51 58.78 

23 21.47 12.13 35.13 

7 6.89 2.32 18.74 

I 

78 70.16 58.24 79.85 

68 59.33 47.23 70.40 

11 9.53 4.41 19.40 

0 0.00 . 0.00 0.00 

10 73.32 44.42 90.43 

4 29.40 11.26 57.76 

2 T 5.66 3.50 48.70 

0 0.00 0.00 0.00 7 2.99 1 .Ol 8.55 

133 53.55 45.26 61 66 

120 51.67 43.08 60.17 

36 15.04 9.73 22.52 

No answer 5 5.72 1.59 18.551 4 2.39 0.77 7.151 1 4.49 0.61 26.47 10 3.94 1.62 9.28 

(continued) 

Small (n = 114) 

95% Cl 

n % ‘ Low High 

33 29.92 20.82 40.94 

57 68.63 54.57 79.93 

63 68.50 53.79 80.25 

33 42.45 29.60 56.40 

9 90.08 52.32 98.69 

10 100.00 10000 100.00 

4 35.91 13.14 67.47 

4 35.91 13.14 67.47 

35 39.73 27.17 53.80 -3 25.99 7 95 58.80 

2 3.72 0.65 18.59 1 9.92 1.31 47.68 

1 1.53 0.21 10.39, 0 0.00 0.00 0.00 

Large (n = 14) 

95% Cl 

Overall (n = 238) 

n % Low High n % Low High 

62 43.16 32 61 54.37 

79 54.42 43.60 64.83 

99 68.37 57.29 77 70 

54 44.72 34 42 55 5(? 

. . 
54 35.70 25.88 46.90 

6 5.60 2.25 13.2: 

3 1.62 0.45 5.63 

95% Cl 



Table D.6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Smal l  (n = 110) 1 Smal l  (n = 114) I Large (n = 14) I Overall (n = 238) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High n %  Low High 

6.8 [If 6.7 is Yes] 
What percentage of raw materials 
are sampled and tested? (Provide 
average for all raw materials.) 

%  of lots (mean response) 71 58.49 44.87 72.11 96 70.64 59.91 81.37 11 93.20 83.87 102.54 178 67.48 59.43 75.53 

6.9* [If 6.7 is Yes] 
Which of the following testing 
techniques are used to confirm 
Identity of ingredients for raw 
materials? 

1. Physical 61 76.08 57.62 88.16 85 88.94 79.76 94.25 10 90.46 53.91 98.71 156 84.30 75.52 90.34 

2. Chemical 35 59.40 44.41 72.82 76 82.51 72.88 89.22 11 100.00 100.00 100.00 122 74.96 67.54 81.17 

3. Microbiological 30 53.88 39.01 68.09 53 57.49 44.55 69.48 7 61.8i 31.65 85.00 90 56.40 47.06 65.30 

4. Visual (macroscopic or 54 62.88 45.49 77.48 73 78.26 68.68 85.53 7 61.83 31.65 85.00 134 71.73 62.41 79.50 

microscopic) 

5. Organoleptic 34 33.66 21.70 48.16 59 61.11 48.15 72.67 5 46.36 20.44 74.41 98 50.24 40.72 59.74 

6. No tests are conducted to 1 5.29 0.72 29.93 1 0.52 0.07 3.71 0 0.00 0.00 0.00 2 2.24 0.39 11.85 

confirm identity of ingredients 

7. Other 5 8.71 2.43 26.73 8 4.49 2.04 9.60 0 0.00 0.00 0.00 13 5.80 262 . 12:: . 

No answer 0 0.00 0.00 0.00 1 0.37 0.05 2.62 0 0.00 0.00 0.00 1 0.21 0.03 1.52 

(continued! 
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Table LL6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

Small (n = 114) 

95% Cl 

n % Low High 

Large (n = 14) 

95% Cl 

n % Low Hiah n % low High n % low High 

6.10” [If 6.7 is Yes] 
Which of the followylng testrng 
techniques are used for detecting 
contamination of raw materials! 

1. Physical 

2, Chemical 

3. MicrobiologlccI 

4. Visual (macroscopic or 
microscopic) 

5. Organoleptrc 

6. No tests are co!lducted to detect 
contamination 

7. Other 

No answer 

50 65.48 48.49 79.26 68 68.38 56.04 78.58 

31 54.24 39.31 68.44 51 49.84 37.35 62.36 

44 67.04 51.71 79.44 77 74.26 60.62 84.39 

53 63.35 45.94 77.86 76 81.50 72.34 88.13 

32 31.64 20.08 46.02 

1 5.29 0.72 29.93 

2 1.61 0.39 6.42 4 2.10 0.79 5.43 

0 0.00 0.00 0.00 2 1.66 0.33 7.92 

6.1 1 [If 6.7 is Yes1 
Does this plant conduct chemical 
tests to determine potency of raw 
materials? 

1 Yes 28 38.38 24.01 55.1 1’ 

2. No 45 55.54 39.45 70.55~ 

No answer 2 6.08 1.06 28.17 

45 49.68 37.1 1 62.29 

1 0.55 0.08 3.87 

71 75.86 63.93 84.78 

26 22.48 13.84 34.35 

2 1.66 0.33 7.92 

61.83 31.65 85.00 125 66.96 57.52 75.22 

80.91 47.11 95.28 91 53.13 43.81 62.23 

61.83 31.65 85.00 128 70.94 61.34 78.98 

52.28 24.62 78.61 135 73.27 64.00 80.86 

27.28 8.85 59.16 

9.54 1.29 46.09 

0.00 0.00 0.00 

0.00 0.00 0.00 

80 41.85 32.67 51.64 

3 2.77 0.64 11.23 

6 1.80 0.82 3 94 

2 0.96 0.19 4 6.5 

, 

10 91 81 58.94 98.87 

1 8.19 1.13 41.06 

Overall (n = 238) 

95% Cl 

109 62.96 53 58 71 46 

72 33.85 25.87 42.8: 

0 0.00 0.00 0.00 4 3.19 0.85 11 .27 

(contrnued) 



Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

n %  low Hieh 

6.12 [If 6.7 IS Yes] 
For the most recent fiscal year, 
approximately what percentage of 
raw materials was rejected because 
of the wrong identity, 
contamination, or potency? 

%  of lots (mean response) 74 2.58 1.02 4.1! 

Small (n = 114) Large (n = 14) 

95% Cl 95% Cl 

n %  Low High n %  low High 

Overall (n = 238) 

95% Cl 

n %  low High 

95 3.84 2.37 5.32 11 1.78 0.75 2.8( 180 3.26 2.24 4.29 

6.13 [If 6.12 >O] 
What was the reason(s) for the 
rejection? (mean response in %) 

1. Mrcrobral contamination 41 28.85 13.26 44.43 72 35.41 24.69 46.12 8 7.87 0.59 15.1t 

2. Pesticide, herbicide, fungicide 41 2.77 0.02 5.52 72 1.04 O.OOb 2.29 8 3.28 O.OOb 7.3; 

contamination 

3. Other chemical contamination 41 0.66 o.oob 1.57 72 3.75 0.37 7.13 8 25.86 O.OOb 52.66 

4. Wrong ingredient 41 23.56 10.28 36.82 72 14.68 8.05 21.31 8 2.10 o.oob 4.62 

5 Subpotency 41 27.47 18.94 36.00 72 21.95 11.45 32.45 8 29.66 9.05 50.26 

6. Superpotency 41 2.01 o.ooh 5.30 72 1.37 O.OOb 2.91 8 2.62 0.04 5.21 

7. Aflatoxin or other toxin 41 0.34 o.oob 1.02 72 1.23 O.OOb 2.85 8 0.00 0.00 0.00 

8. Other 41 14.35 4.34 24.35 72 20.57 i2.49 28.66 8 28.61 O.OOb 58.22 

121 31.86 23.51 

121 1.66 0.53 

121 4.25 1.32 

121 16.40 10.55 

121 23.98 16.54 

121 1.63 0.26 

121 0.90 O.OOb 

i2i i 9.32 i 3.06 

40.20 

2.80 

7.18 

22.25 

31.43 

2.99 

1.98 
.Tr rn 
L3.30 

(continued) 



P Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 
Ii 

Very Small (n = 110) Small (n = 114) large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High n % Low High 

6 14 Does this plant conduct tests on 
any in-process ma!errals and/or 
finished products? 

1. Yes 61 55.81 42.08 68.71 91 79.94 68.05 88.17 10 73.32 44.42 90.43 162 69.11 60.65 76.45 

2. No (Skip to question 6.21) 37 31.69 20.60 45.34 21 19.30 11.16 31.28 2 15.66 3.50 48.70 60 24.49 17.72 32.81 

Not applicable (Skip to 8 7.14 2.51 18.65 0 0.00 0.00 0.00 1 6.54 0.90 34.91 9 3.45 1.32 8.70 
question 6.21) 

No answer 4 5.36 1.38 18.67 2 0.76 0.18 3.09 1 4.49 0.61 26.47 7 2.96 0.99 8.53 

6.15 [if 6.14 is Yes] 
What percentage of In-process 
materials and/or finished products . 
are sampled and tested? I.. , 

L 
In-process materiais, % of batches 60 48.76 31 .Ol 66.51 89 58.20 47.44 68.97 ‘i0 91.68 75.98 107.39 159 56.76 47.49 66.02 

(mean response! 

Frnished products, % of batches 60 50.19 32.60 67.79 89 72.32 62.79 81.86 10 89.61 69.97 109.24 159 65.46 56.54 74.37 
(mean responsei 

(continued) 



Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

Small (n = 114) 

95% Cl 

n %  low High n %  low High 

6.16* [If 6.14 is Yes] 
Which of the following testing 
techniques are used to confrrm 
identity of ingredients for in-process 
materials and/or fir!rshed products? 

1. Physical 

2. Chemical 

3. Microbiologrcai 

4. Visual (macroscopic or 
microscopic) 

5. Organoleptic _ 

‘6. No tests are conducted to 
confirm identity of ingredients 

7. Other 

No answer 

48 83.46 69.34 91.85 61 71.56 60.05 80.81 8 79.2 1 43.95 94.88 117 76.16 68.43 82.49 

21 45.50 28.81 63.27 66 74.47 62.04 83.89 10 100.00 100.00 100.00 97 65.73 56.01 74.29 

19 36.01 20.40 55.27 35 40.16 28.04 53.62 6 58.42 27.81 83.67 60 39.72 30.13 50.17 

38 53.17 35.55 70.04 62 71.16 60.18 80.12 6 58.42 27.81 83.67 106 64.14 53.86 73.27 

25 30.61 18.01 46.99 47 57.50 44.99 69.12 4 41.58 16.33 72.19 76 47.18 37.13 57.47 

1 0.93 0.13 6.52 3 1.56 0.50 4.73 0 0.00 0.00 0.00 . 4 1.25 0.47 3.28 

4 3.19 1.07 9.13 7 12.63 4.28 31.87 

1 0.93 0.13 6.521 3. 3.40 1 .OO 10.891 

Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 

n %  low High n %  low High 

1 10.39 1.39 48.80 12 6.90 3.17 14.39 

0 0.00 0.00 0.00 4 2.35 0.80 6.68 

(continued) 
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Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (contfnued) 

Very Small (n = 110) 

95% Cl 

Small (n = 114) Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 

n % Low High n ‘% Low High n % Low High n % Low High 

6.17' [If 6.14 is Yes1 
Which of the followrng testing 
techniques are used for detecting 
contammabon of in-process 
materials and/or finished products? 

1. Physical 40 68.61 50.80 82.23 47 49.93 37.09 62.78 7 68.82 

2. Chemrcal 21 44.06 27.51 62.05 40 38.13 26.57 51.20 8 79.21 

3. Microbiologicai 33 62.17 45.41 76.46 66 75.07 62.71 84.36 7 68.82 

4. Visual (macrosiopic or 37 57.42 38.89 74.08 55 64.97 52.42 75.75 6 58.42 
microscopic) 

5. Organoleptic 24 29.20 16.89 45.56 36 47.27 35.10 59.79 2 20.79 

6. No tests are conducted to detect 1 0.93 0.13 6.52 5 4.64 1.76 11.69 1 10.39 

contamination 

7 Other 4 4.00 1.39 10.97 4 4.01 1.37 11.18 1 10.39 

No answer 2 1.90 0.46 7.56 3 3 40 1.00 10.89 0 0.00 

6.18 lIf6.14 is Yes1 
Does this plant conduct chemical 
tests to determine potency of in- 
process materrals and/or frnished 
products? 

1. Yes 25 49.56 32.38 66.85 

2. No 35 49.51 32.33 66.80 

No answer 1 0.93 0.13 6.52 

35.66 

43.95 

35.66 

27.81 

89.78 94 57.54 

94.88 69 42.50 

89.78 106 70.20 

83.67 98 61.96 

56.05 62 39.46 

48.80 7 3.66 

47.48 67.00 

32.89 52.71 

60.83 78.13 

51.72 71.23 

5.12 

1.39 

29.89 49.91 

1.64 7.97 

1.39 48.80 9 4.36 2.12 

0.00 0.00 5 2.69 1.01 

8.75 

6.92 

70 82.44 73.10 89.03 10 100.00 100.00 100.00 105 71.88 62.85 79.44 

18 14.16 8.50 22.64 0 0.00 0.00 0.00 53 25.77 18.52 34.65 

3 3.40 i.00 10.89 I 0 0.00 0.00 0.001 4 2.35 0.80 6.68 

(continued) 



P  

6.19 [If 6 .14 is Yes ]  
For  the most  recent  f iscal year,  
approx imate ly  what  percen tage  of 
in -process  mater ia ls  and/or  f in ished 
products  was  re jected because  of 
the w rong  identity, contaminat ton,  
o r  po tency? 

In-process mater ia ls :  %  of 
ba tches ( m e a n  response)  

F in ished  products:  %  of ba tches 
( m e a n  response)  

T a b l e  D-6 .  W e i g h t e d  R e s p o n s e s  for  Sec t i on  6:  Qua l i t y  Con t ro l  a n d  L a b o r a t o r y  O p e r a t i o n s  ( con t i nued )  

V e r y  S m a l l  (n  =  110 )  S m a l l  (n  =  114 )  la rge  (n  =  14 )  Overa l l  (n  =  238 )  

9 5 %  Cl  9 5 %  Cl  9 5 %  Cl  9 5 %  Cl  

n  %  L o w  H igh  n  %  low H igh  n  %  L o w  H igh  n  %  L o w  H igh  

4 4  2 .07c O .O O b  4.90 7 1  1 .88 0 .63 3 .14 1 0  2 .82 0 .79 4 .84 1 2 5  2 .01 0 .82 3 .20 

4 9  2 .23c O .O O b  4.94 8 0  4 .85 1 .14 8 .56 9  3 .72 1 .35 6 .10 1 3 8  3 .95 1 .48 6 .42 

6 .20 [If 6 .19 >  0] 
Wha t  was  the reason(s )  for the 
re jec t ion? 

In -Process  Mater ia ls  ( m e a n  
responses  in  % )  

1. M ic rob ia l  contaminat ion  

2. Pest ic ide,  herb ic ide,  fung ic ide 
contaminat ion  

3. O ther chemica l  contaminat ion  

4. W r o n g  Ingredient  

5. Subpo tency  

6. Superpo tency  

7  Formu la t ion  wrth m iss rng  
ingred ient  

2 0  11 .85  O .O O b  

2 0  0 .00 0 .00 

25 .73  3 7  

0 .00 3 7  

2 0  3 .96 O .O O b  11 .88  3 7  

2 0  18 .13  0 .80 35 .47  3 7  

2 0  15 .69  O .O O b  31 .48  3 7  

2 0  0 .00 0 .00 0 .00 3 7  

2 0  6 .64 O .O O b  15 .58  3 7  

8. A f latoxin o r  o ther  toxin 2 0  1 .80 O .O O b  5.50 3 7  

28 .65  9 .87 47 .42  

0 .08 O .O O b  0.25 

5 .22 O .O O b  11 .48  

11 .84  1 .53 22 .15  

14 .60  6 .23 22 .96  

4 .31 0 .67 7 .95 

10 .16  2 .68 17 .63  

0 .00 0 .00 0 .00 

25 .15  12 .00  38 .30  

7  

7  

5 .80 0 .44 11 .16  6 4  

0 .00 0 .00 0 .00 

9 .16 O .O O b  23 .46  

0 .91 O .O O b  2.32 

61 .48  32 .07  90 .88  

1 .51 O .O o b  3 .77 

6 .19 O .O O b  17 .62  

6 4  

21 .55  9 .25 33 .86  

0 .05 O .O O b  0.15 

6 4  5 .33 0 .82 9 .85 

6 4  12 .29  3 .46 21 .11  

6 4  20 .21  12 .06  28 .35  

6 4  2 .84 0 .68 4 .99 

6 4  8.7.7 3 .71 13 .82  

7  

7  

0 .00 0 .00 0 .00 

14 .95  o .oob 40 .10  

6 4  0 .48 O .O O b  1.45 

28 .49  17 .44  39 .54  9. O ther 2 0  41 .92  9 .87 73 .98  3 7  6 4  

(cont inued)  



0 
G Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 
N 

Very Small (n = 110) 

9S% Cl 

n % low High 

6.20 (continued) 

Finished Products (mean responses 
in %) 

1. Microbial contamination 22 26.32 8.63 44.01 

2. Pesticide, herblclde, fungicide 22 0.71 o.oob 2.17 

contamination 

3. Other chemical contamination 22 1.42 O.OOb 3.42 

4. Wrong lngredk nt 22 9.53 o.oob 20.21 

5. Subpotency 22 17.41 3.88 30.95 

6 Superpotency 22 0.00 0.00 0.00 

7 Formulation with missing 22 0.87 O.OOb 2.60 

ingredient 

8. Aflatoxin or other toxin 22 0.00 0.00 0.00 

9. Other 22 43.73 20.63 66.83 

Small (n = 114) I Large (n = 14) I Overall (n = 238) 

95% Cl 9S% Cl 95% Cl 

n % low High n % low High n % low High 

48 

48 

48 

48 

48 

48 

48 

48 

48 

16.68 5.33 28.02 

0.00 0.00 0.00 

2.47 O.OOb 6.24 

15.11 4.69 25.54 

23.34 11.76 34.91 

5.43 0.57 10.30 

3.08 0.49 5.67 

0.00 0.00 0.00 

33.89 20.13 47.65 

8 

8 

8 

8 

4.09 O.OOb 8.31 78 

1.97 O.OOb 5.69 78 

15.86 O.OOb 34.21 78 

1.97 O.OOb 5.69 78 

39.76 10.37 69.15 78 

1.44 O.OOb 4.17 78 

1.31 O.Oob 3.79 78 

0.00 0.00 0.00 78 

33 59 5.43 61.75 78 

17.83 9.26 26.39 

0.35 O.OOb 0.85 

3.46 0.31 6 60 

12.56 5.37 19.75 

23.43 13 51 33 36 

3.76 0 52 7 01) 

2.39 0.48 4 10 

0.00 0 00 0.00 

36.22 24.97 47.48 

(continued 

b. 



Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

n %  low High 

6.21* Which of the following testing 
methods are generally used for 
testing of raw materials, in-process 
materials, or finished products? 

1. Assocration of Analytical 
Chemists (AOAC) 

2. U.S. Pharmacopeia (USP) 

3. Food Chemical CODEX (FCC) 

4. Amencan Chemical Society 
(KS) 

5. In-house methods 

6. Other 

_ ‘7. No testing conducted 
(Skip to question 6 24) 

Don’t know 

No answer 

28 25.25 15.29 38.74 

27 33.61 21.61 48.19 

11 12.59 5.83 25.12 

6 4.02 1.66 9.41 

49 40.33 28.34 53.60 

27 20.12 12.13 31.48 

16 14.72 7.26 27.56 

0 0.00 0.00 0.00 

8 7.73 2.86 19.22, 

6.22 [If 6.2 is l-61 
Does your testing policy specify the 
use of standard reference materials? 

1. Yes 47 48.90 34.59 63.39 

2. No (Skip to question 6.243 34 36.64 23.83 51.67 

Don’t know 2 1.28 0.31 5.09 

No answer 11 13.18 5.71 27.56 

Small (n = 114) I Large (n = 14) I Overall (n = 238) 

95% Cl 95% Cl 95% Cl 

n %  low High n %  low High n %  low High 

I 
67 58.80 46.73 69.90 3 21.78 7.03 50.64 98 42.28 34.07 50.94 

76 72.07 61.19 80.86 10 73.32 44.42 90.43 113 55.43 47.34 63.24 

43 45.60 34.47 57.19 7 49.37 24.71 74.35 61 31.46 23.94 40.09 

22 20.79 12.66 32.21 0 0.00 0.00 0.00 28 12.41 7.90 18.98 

63 57.37 45.38 68.56 8 58.08 31.45 80.71 120 50.01 41.52 58.49 

24 18.92 11.40 29.74 1 7.62 1 03 39.47 52 18.85 13.35 25.93 

10 8.12 3.44 17.97 2 15.66 3.50 48.70 2-B Il.38 6.83 18.36 

1 2.44 0.34 15.37 0 0.00 0 00 0.00 1 1.25 0.17 8.41 

2 0.76 0.18 3.09 1 4.49 0.61 26.47 11 3.98 1.70 9.08 

78 72.45 59.72 82.35 11 94.68 69.66 99.28 136 63.72 54.43 72.08 

18 18.01 10.24 29.74 0 0.00 0.00 0.00 52 24.90 ii.69 33.65 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 0.53 0.13 2.14 

8 9.53 . 4.07 20.76 1 5.32 0.72 30.34 20 10.85 6.07 18.64 

(continued) 



u 
i, Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

n % Low High 

6.23' [If 6.22 is Yes] 
What is the source of the standard 
reference materials? 

1. Compendia1 reference standard 18 51.40 32.06 70.3; 

2. In-house reference pr/ma,y 23 39.05 22.30 58.8: 
materials 

3. In-house workrr:g reference 22 30.80 18.86 46.02 
materials 

4. Other 5 7.69 3.09 17.87 

No answer 2 9.60 1.65 40.14 

6.24 Does your piant hold 
representative reserve samples of 
each batch manufa,ztured? 

1, Yes 73 64.98 50.98 76.80 

2. No (Skip to tton 6.26) que 24 21.73 12.39 35.28 

Not applicable Skip to question 8 7.41 2.67 18.95 
6.26) 

No answer 5 5.88 1.68 18.58 

Small (n = 114) I Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 

n % low High n % Low High 

61 86.26 77.44 91.99 10 90.46 53.65 98.73 

40 53.61 39.85 66.84 10 90.46 53.65 98.73 

39 50.68 36.40 64.84 10 90.46 53.65 98.73 

7 7.19 3.13 15.67 0 0.00 0.00 0.00 

2 2.41 0.52 10.48 0 0.00 0.00 0.00 

96 63.67 72.25 90.97 10 72.24 42.95 89.99 

12 12.32 5.90 23.96 2 15.66 3.50 48.70 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

6 4.01 1.62 9.59 2 12.11 2.81 39.67 

95% Cl 

n % Low Hieh 

89 75.39 66.56 82.50 

73 51.67 40.53 62.66 

71 47.25 36.57 58.19 

12 6.82 370 1227 

4 4.54 123 1536 

179 74.95 66.64 81.75 

38 16.58 10.90 24 42 

8 3.22 1.16 8.61 

13 5.25 2.53 10.55 

(continued) 



Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Verv Smal l  (n = 110) I Smal l  (n = 1141 I Laree In = 141 Overall (n = 238) 

95% Cl 95% Cl 95% Cl 

n %  Low High n %  low High n %  low High 

6.25 [If 6.24 is Yes] 
How long do you hold 
representative reserve samples? 

1. year(s) after expiration date 2 1 26.18 14.54 42.50 39 46.09 33.67 59.02 5 52.75 23.96 79.82 - 

2. year(s) from date of 39 58.78 42.20 73.59 44 40.63 29.35 53.00 4 38.20 14.42 69.40 __ 
manufacture 

3. Other 11 13.44 5.58 28.98 10 7.81 3.88 15.10 0 0 00 0.00 0.00 

Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 9.05 1.24 44.01 

No answer 2 1.60 0.39 6.27 3 5.47 1.36 19.49 0 0.00 0.00 0.00 

Mean after expiratton years date 2 1 2.79 1.58 4.00 39 1.91 1.44 2.38 5 1 .oo 1 .oo 1 .oo 

Mean from date of years 39 4.52 3.87 5.17 44 4.11 3.47 4.75 4 4.72 2.72 6.73 

manufacture 

6.26 Are there written procedures for 
laboratory operations? 

1. Yes 39 30.17 20.15 42.51 

2. No (Skrp to question 6.3 1) 20 10.51 6.77 15.95 

3. Do not have laboratory 46 53.45 40.63 65.83 

operations (Skip to Section 7) 

Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 6.54 0.90 34.91 

No answer 5 5.88 1.68 18.58 5 2.83 1.04 7.48 2 12.11 2.81 39.67 

(contrnued) 

74 64.49 52.21 75.11 9 65 70 37.75 85.82 

10 14.69 7.26 27.45 1 4.51 0.61 26.58, 

25 18.00 ,10.82 28.44 1 11.15 1.56 49.74 

122 49.64 41.72 57.57 

31 12.34 7.64 19 31 

72 33.04 25.45 41 63 

1 0.34 0.05 2.44 

12 4.64 2.12 9.86 

95% Cl 

n %  Low High 

65 38.93 29.68 49.05 

87 47.34 37.72 57.17 

21 Y.53 5.41 16.27 

1 0.46 0.06 3.26 

5 3.73 1.13 11.67 

65 2.07 1.56 2.58 

87 4.33 3 a5 4.81 



Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 9.5% Cl 
n %  Low High n %  low High n %  Low High n %  Low High 

6.27 [If 6.26 IS Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed? I 

1 Yes 32 85.91 71.54 93.67 68 90.44 79.65 95.76 9 100.00 100.00 100.00 109 89.91 82.59 94.36 

2. No (Skip to question 6.29) 7 14.09 6.33 28.46 4 6.02 2.15 15.76 0 0.00 0.00 0.00 11 7.73 4.06 14.24 

No answer 0 0.00 0.00 0.00 2 3.54 0.87 13.29 0 0.00 0.00 0.00 2 2.36 0.58 9.04 

6 28 (If 6.27 is Yes] 
Are records made of any corrective 
actions taken tf procedures are not 

followed? 

1, Yes, for some procedures 14 47.63 24.89 71.39 32 42.81 28.87 57.99 2 23.20 5.67 60.31 48 42.51 31.00 54.89 

2. Yes, for all procedures 14 44.17 22.11 68.80 30 48.64 34.11 63.41 7 76.80 39.69 94.33 51 49.69 37.74 61.67 

3. No 4 8.20 2.85 21.37 6 8.55 3.60 18.97 0 0.00 0.00 0.00 10 7.80 3.94 14.84 

(continued) 



Table D-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Very Small (n = 110) 

95% Cl 

n % Low Hi@ 

6.29* [If 6.26 IS Yes] 
Do your written procedures for 
laboratory operations include any of 
the following? 

1. Sample selectron, method 31 86.53 73.78 93.6 
description, validation of 
methodology and results, 
acceptance/rejection criterra, 
and use of test results 

2. Methods for determining 25 72.53 55.45 84.8 
ingredient identity and for 
detecting adulteration 

3. Tests to assess the stability 19 56.90 38.14 73.8; 
characteristics of products in 
determining appropriate storage 
conditions and expiration dating 
(include testing conducted at 
corporate headquarters) 

4. Procedures for handling and 24 72.61 56.34 84.41 
filing test records 

No answer 2 3.44 0.83 13.2: 

Small (n = 114) 

95% Cl 

n % low High 

68 88.72 72.96 95.8 

58 78.80 64.20 88.5 

43 58.58 43.64 72.0’ 

53 73.16 58.63 83.91 

1 1.77 0.24 11.8: 

large (n = 14) 

95% Cl 

n % low High n % low High 

100.00 100.00 100.01 108 88.93 78.66 94.59 

100.00 100.00 100.01 

100.00 100.00 1 OO.O( 

100.00 100.00 1 OO.O( 

0.00 0.00 O.O( 

Overall (n = 238) 

95% Cl 

92 78.62 68.26 86.28 

71 61 .Ol 49.32 71.56 

86 74.88 64.37 83.10 

3 2.09 0.58 7.22 

(continued) 



Table D-6. Weighted Responses for Section 6: Quality Cohtrql and Laboratory Operations (continued) 

Very Small (n = 110) I Small (n = 114) I Large (n = 14) I Overall (n = 238) 
95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High n %  low High 

6.30 [If 6.26 is Yes1 
How long are records for laboratory 
operations retained? 

1. year(s) after expiration date 9 28.58 11.93 54.18 25 36.69 23.75 51.90 4 46.40 18.30 76.99 38 35.23 24.90 47.15 _ 

2. year(s) from date of 20 52.99 31.53 73.41 31 40.15 27.16 54.68 5 53.60 23.01 81.70 56 44.47 33.56 55.94 _ 
manufacture 

3. Other 8 14.99 7.01 29.20 17 21.39 11.69 35.85 0 000 000 0.00 25 1821 11.04 28.55 

No answer 2 3.44 0.83 13.23 1 1.77 0.24 11.89 0 0.00 0.00 0.00 3 2 09 0.58 7.22 

Mean after expiration date years 9 3.51 - -a 25 1.80 - -a 4 3.00 - -a 38 2.28 - -a 

Mean from date of years 20 4.89 3.79 5.99 31 4.67 3.61 5.73 5 6.08 5.27 6.89 56 4.86 4.14 5.57 
manufacture 

6.31 [if 6.26 is 1 or 21 

Does this plant verify and keep 
records that laboratory equipment IS 
calibrated correcti\? 

1. Yes 36 69.39 55.82 80.27 72 76.73 .62.20 86.85 9 93 58 6478 9914 117 75.64 65.41 83.60 

2. No 20 26.52 16.69 39.40 11 21.83 12.03 36.31 1 6.42 0.86 35.22 32 22.25 14.60 32.39 

Don’t know 1 1.28 0.17 8.84 0 0.00 0.00 0.00 0 0.00 0 00 0.00 1 0.36 0.05 2.59 

No answer 2 2.81 0.73 lb.25 1 1.44 0.20 9.77 0 0.00 0.00 0.00 3 1.75 0.50 5.86 

aconfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question. 

bEstimated confidence interval for lower bound was less than zero so we truncated the Interval. 

cone respondent in the very small category entered 100% for question 6.19 for both in-process materials and finished products The means excluding this response 
are 0.66 for in-procejs materials and 0.89 for finished products for very small respondents and 1.55 for in-process materials and 3.54 for finished products for all 
respondents. This respondent did not answer question 6.20. 

dconfidence interval could not be estimated because of matrix conformability error. 

*Total may sum to grea:er than 100% because respondents could select more than one answer. 



Table D-7. Weighted Responses for Section 7: Production and Process Controls 

Very Smal l  (n = 110) Smal l  (n = 114) Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 957” Cl 

n %  Low High n %  Low High n %  Low High n %  Low High 

7.1 Are there written procedures for 
receipt of dietary supplement 
ingredients? 

1. Ye5 56 52.68 39.22 65.77 86 81.14 71.24 88.19 10 75.76 48.32 91.26 152 68.49 60.21 75.75 
2. No (Skip to question 7.6) 23 21.43 12.10 35.08 13 6.38 3.48 11.40 1 4.51 0.61 26.58 37 12.82 8.17 19.55 

3. Do not receive dietary 25 19.24 10.99 31.50 12 10.58 5.13 20.56 2 15.24 3.77 45.23 39 14.59 9.59 21.57 
supplement ingredients (Skip to 
question 7.6) 

No answer 6 6.65 2.14 18.79 3 1.90 0.51 6.88 1 4.49 0.61 26.47 10 4.10 1.72 9.43 

7.2 [If 7.1 is Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed! 

1. Ye5 45 77.24 56.71 89.79 75 86.08 73.69 93.17 10 100.00 100.00 100.00 130 83.93 74.03 90.54 

2. No (Skip to question 7.4) 11 22.76 10.21 43.29 10 12.52 5.82 24.87 0 0.00 0.00 0.00 21 15.21 8.77 25.08 

No answer 0 0.00 0.00 0.00 1 1.41 0.19 9.57 0 0.00 0.00 0.00 1 0.85 0.12 5.94 

7.3 [If 7.2 is Yes] 
Are records made of any corrective 
actlons taken if procedures are not 
followed! 
1 Yes, for some procedures 24 43.29 27.45 60.62 35 45.42 31.72 59.86 2 24.77 6.18 62.21 61 43.34 32.35 55.03 
2. Yes, for all procedures 13 38.98 20.98 60.58 27 37.65 24.46 52.96 7 65.17 31.51 88.38 47 39.96 29.14 51.87 
3. No 7 9.17 4.18 18.93 13 16.93 9.17 29.15 1 10.06 1.33 48.19 21 14.07 8.62 22.12 

No answer 1 8.57 1.17 42.62 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 2.63 0.35 17.14 

(continued) 



u b Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Very Small (n = 110) 
95% Cl 

n % Low High 

7.4* [If 7.1 is Yes] 
Do your written procedures for 
receipt of dietary supplement 
ingredients include any of the 
following? 

1. Written acceptance crtteria for 
dietary supplement ingredients 
developed by ;i competent 
individual 

2. Certificate of Pnalysls 
specificatrons 

3. Representative sample and 
authenticated plant reference 
held in an env,ronmentally 
appropriate repository for each 
recerving and productron 
lot/batch 

4. Records linking the Certrficate of 
Analysis to the identity of the 
unprocessed r;,w material and to 
the finished product 

5. Records to trace and verify 
compliance with laws on harvest 
of wildcrafted ootanicals 

6. Audit records concerning the 
reliability of supplier Certificate 
of Analysis 

7. Records for source of animal 
derived matenlls or products 

37 57.67 38.69 74.6: 68 79.36 65.76 88.5( 10 100.00 100.00 100.01 115 73.31 62.59 81.85 

43 86.82 77.78 92.5L 80 95.42 88.71 98.22 10 100.00 100.00 lOO.O( 133 92.82 88.60 95.55 

23 41.65 24.73 60.75 55 65.97 52.09 77.5; 7 65.17 31.61 88.3~ 85 57.80 47.01 67 89 

42 83.40 71.86 90.81 65 77.75 64.26 87.17 7 69.82 36 59 90.2i 114 79.18 70.06 86.07 

10 10.07 5.37 18.08 9 11.09 4.52 24.74 0 0.00 0.00 0.00 19 10.11 5.35 18 28 

12 29.48 14.84 50.06 29 35.83 23.64 50.16 8 75.23 37.92 93.79 49 35.99 26.39 46.86 

6 17.75 6.53 40.00 17 21.75 12.49 35.12 0 0.00 0.00 0.00 23 19.15 11.81 29.53 

Small (n = 114) 

95% Cl 
n % low High 

Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 
n % Low High n % Low High 

(contrnuedi 
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u ir Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Very Small (II = 110) 

95% Cl 

n % low High 

7 6 Are there written procedures for 
production proces .es? 

1. Yes 65 55.54 41.78 68.51 

2. No (Skip to qutstron 7.1 1) 14 7.27 4.31 12.Of 

3. No production processes 24 30.01 18.43 44.8: 
conducted (Skip to Section 8) 

No answer 7 7.19 2.50 18.9t 

7.7 [If 7.6 is Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed? 

1. Yes 55 90.49 82.95 94.9C 

2. No (Skip to questron 7.9) 8 7.60 3.76 34.7& 

No answer 2 1.91 0.46 7.5E 

7.8 [If 7.7 IS Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

1, Yes, for some procedures 23 45.63 27.92 64.52 

2. Yes, for all procedures 22 43.20 25.92 62.30 

3 No 10 11.17 5.76 20.57 

Small (n = 114) 

95% Cl 

n % Low High 

94 80.39 68.23 88.6 

9 8.07 3.37 18.0; 

7 9.15 3.58 21.5t 

4 2.39 0.77 7.11 

92 98.01 91.27 99Si 12 100.00 100.00 100.00 159 95.56 92.13 97.53 

2 1.99 0.43 8.73 0 0.00 0.00 0.00 10 3.79 1 .96 7 20 

0 0.00 0.00 o.oc 0 0.00 0.00 0.00 2 0.66 0.16 2.63 

45 45.63 33.00 58.84 

35 40.83 28.79 54.08 

12 13.54 7.12 24.23 

Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 

n % Low High n % Low High 

12 91 .OO 69.49 97.82 171 70.15 61.67 77.44 

1 4.51 0.61 26.58 24 7.53 4.43 12.53 

0 0.00 0.00 0.00 31 17.74 11.58 26.19 

1 4.49 0.61 26.47 12 4.58 2.08 9.78 

2 20.62 5.13 55.54 70 43.85 33 92 54.29 

9 71 .OO 38.82 90.43 66 43.75 34.14 53.86 

1 8.37 1 i2 42.46 23 12.40 7.80 19.14 

(continued) 
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Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Very Small (n = 110) 

95% Cl 

n % low Higl 

7.9" [If 7.6 is Yes] 
Do your written procedures for 
production processes rnclude any of 
the following? 

1. Master productlon and control 
records 

2. Batch production and control 
records 

3. Equipment use and cleaning 
records, including date; of use 
and product and lot number of 
each batch processed 

4. Records that demonstrate that 
automatic equipment, including 
mechanical and electronic 
equipment (computers), used in 
the manufacturing process is 
designed, installed, tested, 
calibrated, validated, 
maintained, and checked to 
ensure that they are capable of 
and are performing the intended 
functions 

5. Records for reprocessing of a 
product 

6. Records to assure that correct 
labels and labeling and safe 
packaging materials are used 

7. Records to permit tracking the 
history of the manufacturing 
process 

44 66.83 48.54 81.1 

59 88.93 69.17 96.6 

44 72.20 55.90 84.1 

21 32.39 18.20 50.7 50 52.92 39.93 65.5: 10 83.25 51.34 95.9( 81 47.93 38.14 57.88 

31 46.35 29.89 63.65 71 78.05 65.91 86.73 

51 81.69 64.86 91.51 73 80.42 68.48 88.59 

54 83.32 65.63 92.89 89 96.82 92.35 98.71 12 

Small (n = 114) Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 
n % Low Higl n % low Hieh n % Low High 

a5 94.54 88.86 97.4 12 100.00 100.00 100.0 

91 97.99 93.71 99.3 12 100.00 100.00 100.01 

80 83.27 70.90 91.0 11 91.63 57.59 98.8; 

i0 

12 

79.38 44.49 94.87 

100.00 100.00 100.00 

100.00 100.00 100.00 

141 85.38 77.18 90.98 

162 95.01 87.60 98.09 

135 80.03 71.14 86.69 

ii2 67.24 57.28 75.85 

136 82.19 73.50 88.47 

155 92.39 85.61 96.12 

(continued) 



Large (n = 14) 

n %  Low Higt 

12 100.00 100.00 1oo.c 

0 0.00 0.00 0.0 

3 25.12 8.1 1 56.0 

%  
Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Very Small (n = 110) Small (n = 114) 
95% Cl 95% Cl 

n %  Low High n %  Low Hig 
7.9 [Continued] 

8. Reserve samples of each batch of 51 80.88 63.87 91.C 90 96.04 88.88 98.l 
dtetary supplement product are 
retained and stored under 
conditions consistent with the 
product labeling 

No answer 2 1.91 0.46 7.5 0 0.00 0.00 0.c 

7 10 Ilf 7.6 IS Yes1 
How long are records on productron 
processes retarnec;? 

I--- year(s) after expiration 14 20.40 9.79 37.6 34 38.29 26.45 51.7 
date 

2. __ year(s) from date of 36 63.22 46.78 77.01 42 40.49 29.03 53.1 
manufacture 

3 Other 9 10.21 5.01 19.7 18 21.22 12.08 34.5 

Don’t know 0 0.00 0.00 0.01 0 0.00 0.00 0.0 

No answer 6 6.18 2.65 13.7 0 0.00 0.00 0.0 

Mean years after expiration date 14 3.09 - -a 34 2.22 - -a 
Mean years from date of 36 4.90 - -a 42 4.48 - -a 
manufacture 

7 11 [If 7.6 is NOT 31 
Does this plant use productton and 
process controls that rdentrfy the 
points, steps, or stages In the 
manufacturing process to prevent 
adulteration? 

1 Yes 48 56.99 41.78 7O.Y 83 77.88 65.77 86.5, 
2. No (Skip to Section 8) 23 22.70 13.15 36.3( 17 16.62 8.98 28.7: 

Don’t know 0 0.00 0.00 O.O( 0 0.00 0.00 0.01 
No answer 15 20.31 10.04 36.7E 7 5.49 2.36 12.21 

6 45.88 20.96 73.0 

2 20 62 5.13 55.5 

1 8.37 1.12 42.4 

0 0.00 0.00 0.01 

3 3.00 - -a 
6 6.41 - --a 

10 76.84 50.25 91.6( 
2 11.05 2.66 36.05 
0 0.00 0.00 o.oc 
2 12.11 2.80 39.71 

95% Cl 
Overall (n = 238) 

95% Cl 
n %  Low High 

153 91.10 83.98 95.23 

2 0.66 0.16 2.63 

51 31.24 22.73 41 24 

84 48.68 38.90 58 55 

29 17.39 11.04 26.31 

1 0.57 0.08 4.03 
6 2.12 0.94 4.71 

51 2.46 - -a 
84 4.79 - -a 

141 70.09 61.27 77.64 
42 18.51 12.46 26.61 

0 0.00 0.00 0.00 
24 11.39 6.63 18.88 

(continued) 



l l 
* 

l 
Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Very Small (n = 110) Small (n = 114) Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High n % low High 

7.12* [If 7.11 is Yes] 
Does this plant’s production and 
process controls have specifications 
that must be met for identity, purity, 
quality, strength, and composition 
of components, ingredients, or 
dietary supplements and packing 
and labeling materials! 

1. Yes, for components 31 75.31 61.18 85.51 45 53.94 39.99 67.30 10 100.00 10000 100.00 86 63.58 52.78 73.18 

2. Yes, for ingredients 40 88.65 77.83 94.56 67 83.07 71.54 90.54 8 75.58 38.28 93.92 115 84.22 76.40 89.80 

3. Yes, for dietary supplements 35 81.80 69.31 89.94 60 70.85 56.67 81.88 9 90.08 52.31 98.69 104 75.49 65.48 83 33 

4. Yes, for packing and labeling 36 79.32 64.73 88.90 50 58.49 44.29 71.40 8 80.16 45.20 95.19 94 66.26 55.38 75.66 
materials 

5. No, none of the a.bove 1 J 98 0.26 13.40 4 5.17 1.33 18.09 0 0.00 0.00 0.00 5 -3.85 1.19 11.76- ._ L. 
No answer 1 1.30 0.17 9.04 0 0.00 0.00 0.00 -iI 0.00 0.00 0.00 1 0.39 0.05 2.78 

(continued) 



l Table D-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Very Small (n = 110) 

95% Cl 

7.13* [If 7.1 1 is Yes] 
Does this plant conduct tests to 
monitor the production and in- 
process control po nts, steps, or 
stages to ensure the identity, purity, 
quality, strength, and composition 
of components, Ingredients, or 
dietary supplemenrs! 

n % Low High 

Small (n = 114) Large (n = 14) 

95% Cl 95% Cl 

n % low High n % Low High 

1, Yes, for components 17 32.62 17.03 53.31 43 46.00 32.92 59.65 

2. Yes, for ingredlznts 29 52.62 32.73 71.72 57 65.98 53.28 76.73 
3 Yes, for dietary supplements 27 57.90 37.42 75 99 54 63.30 49.26 75.39 

4. No, none of the above 9 25.87 10.82 50.10 12 15.22 7.90 27.31 

No answer 1 1.30 0.17 9.04 0 0.00 0.00 0.00 

7 65.66 32.00 88.6C 

6 55.74 25.37 02.35 

8 75.58 38.28 93.92 

1 14.50 2.01 58.36 

0 0.00 0.00 0.00 

Overall (II = 238) 

95% Cl 

n % Low High 

67 43.35 3326 5303 

92 61.25 50.25 71 21 

89 62 53 51.51 77 -IO 

22 18.37 II 01 2904 

1 0.39 0.0s 2.78 

aconfidence interval could not be estimated because there was only one observation (respondent) In a stratum for that question. 

*Total may sum to grea:er than 100% because respondents could select more than one answer. 



Table D-8. Weighted Responses for Section 8: Warehousing 

Very Small (n = 110) 

95% Cl 

Small (n = 114) Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 

n %  Low High 
. 

8.0 Does thus plant or site have 
warehouses to store raw materials, 
in-process materials, or finished 
products? 

1. Yes 104 93.87 81.59 98.1. 

2. No (Skip to Section 9) 6 6.13 1.85 18.4 

8.1* Does your warehouse have 
temperature or humidity controls? 

1. Temperature controls 72 74.04 61.19 83.7: 

2. Humidity controls 13 19.27 9.56 35.0: 

3. No temperature or humidity 32 25.96 16.23 38.8' 
controls 

8.2 Are there written procedures for - 
storage procedures to control 
against physical, chemical, and 
microbial adulteratron as well as 
deterioration of the product and 
container? 

n %  Low High n %  Low High n %  Low Hiprh 

113 99.68 97.70 99.91 13 95.51 73.53 99.3! 230 96.94 91.52 98.93 

1 0.32 0.04 2.31 1 4.49 0.61 26.4; 8 3.06 1.07 8.48 

72 67.90 56.20 77.7; 

23 23.54 14.53 35.7: 

41 32.10 22.28 43.8C 

8 66.39 38.36 86.2! 152 70.40 62.28 77.41 

3 27.63 9.17 59.0; 39 21.95 15.15 30.71 

5 33.61 13.75 61.6L 78 29.60 22.59 37.72 

1. Yes 47 49.70 36.07 63.3i 

2. No (Skip to question 8.7) 56 49.75 36.14 63.4C 

No answer i -rr U.33 0.08 i9C 

77 66.71 54.77 76.83 11 87.30 58.83 97.06 135 60.62 51.85 68.74 

36 33.29 '23.17 45.23 2 12.70 2.94 41.17 94 39.15 31.03 47.92 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.23 0.03 1.65 

(continued) 



Table D-8. Weighted Responses for Section 8: Warehousing (continued) 

management verify and 
keep records that these procedures 
are being followed? I 

1. Yes 30 68.94 48.05 84.19 85.01 76.03 91.03 
2. No (Skip to question 8.5) 14.70 8.72 23.72 

8.4 [if 8.3 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 
1, Yes, for some procedures 36.99 25.72 49.89 
2. Yes, for all procedures 52.52 39.73 64.99 
3. No 8.14 3.24 19.01 

No answer 0 0.00 0.00 0.001 2 3.70 0.91 13.81 0 0.00 0.00 0.00 2 2.34 0.58 8.9G 

8.5* [If 8.2 is Yes] 
Do your written procedures for 
warehousing include any of the 
following? 

1, Procedures ana records for 43 94.97 86.35 98.2 
forward and backward tracrng of 
product 

71 92.27 76.92 97.71 10 90.86 54.71 98.79 124 93.10 84 44 97.10 

2. Procedures and records for 
salvaged products that tnclude 
product examir~ation and 
reprocessing as appropriate 

23 35.47 19 92 54.8 59 78.15 64.16 87.72 10 90.86 54.71 98.79 92 64.37 52.44 74 7; 

No answer 3 3.34 1.05 10.081 3 2.32 0.67 7.73 0 0.00 0.00 0.00 6 2.50 1.09 5.63 

(contrnued) 



l l 
Table D=8. Weighted Responses for Section 8: Warehousing (continued) 

8.6 Ilf8.2 is Yes] 
How long are records on 
warehousing retained? 

1. year(s) after expiration __ 
date 

14 29.06 14.09 50.55 27 30.66 19.55 44.5 

2. year(s) from date of 29.71 18.42 44.1 I __ 
manufacture 

Mean years after expiration date 14 1.97 - -a 27 I 2.29 - -a 

8.7 Are there written procedures on 
proper precautions to reduce the 
potential for mix-ups or adulteration 
or contamination of ingredients, raw 
materials, or in-process formulations 
(e.g., safety controls and operating 
practices or separation of 
ingredients)? 

1. Yes 

2. No (Skip to Section 9) 

Not applicable 

Don’t know 

No answer 

Mean years from‘date of 
manufacture 

22 --. 4.71 - -a 25 4.30 - -a- 

50 40.31 28.51 53.35 86 76.04 64.43 84.75 11 87.30 58.83 97.OE 

44 44.34 31.08 58.46 25 21.67 13.36 33.18 2 12.70 2.94 41.17 

5 6.24 1.78 19.67 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

2 1.13 0.28 4.51 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

3 7.98 2.23 24.80 2 2.29 0.57 8.78 0 0.00 0.00 0.00 

large (n = 14) Overall (II = 238) 

95% Cl 95% Cl 

n % low Hi@ n % Low High 

2 18.28 4.43 51.9 43 29.18 20.28 40.03 

7 59.21 28.92 83.8 54 38.95 28.48 50.54 

1 13.37 1.84 55.8 28 24.76 15.96 36.32 

0 0.00 0.00 0.01 1 0.40 0.06 2.85 

1 9.14 1.21 45.2’ 9 6.71 3.42 12.73 

2 4.00 - -a 43 2.26 - -a _ 

.- 7 4.96 - -a 54 4.56 - -a 

147 61.59 52.92 69.58 

71 30.75 23.23 39.44 

5 2.62 0.75 8.80 

2 0.48 0.12 1.90 

5 4.56 1.65 12.00 

(continued) 



B . 
8 

Table D=8. Weighted Responses for Section 8: Warehousing (continued) 

Very Small (n = 110) Small (n = 114) large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % Low High n % low High n % Low High n % low High 

8.8 IIf 8.7 is Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed? 

I. Yes 41 87.90 77.28 93.95 77 90.73 82.13 95.42 11 100.00 100.00 100.00 129 90.63 84.93 94.32 

2. No (Skip to Section 9) 8 10.67 5.14 20.04 9 9.27 4.58 17.87 0 0.00 0.00 0.00 17 8.97 5.35 14.67 

No answer 1 1.43 0.19 9.84 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.39 0.05 2.80 

8.9 [If 8.8 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed! 

1, Yes, for some procedures 20 45.47 27.75 64.41 40 47.88 33.42 62.70 0 0.00 0.00 0.00 60 43 36 32.35 55.06 

2. Yes, for all prccedures 14 34.39 17.35 56.61 30 41.99 27.97 57.44 10 90.86 54.71 98.79 54 43.91 32.77 55.70 

3. No 6 9.66 4.08 21.21 7 10.13 4.16 22.66 1 9.14 121 45.29 14 9.93 5.20 18.13 

No answer 1 10.48 1.49 47.48 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 2.80 0.37 18.09 

aconfidence rnterval c xld not be estimated because there was only one observation (respondent) in a stratum for that question. 

*Total may sum to greater than 100% because respondents could select more than one answer. 



l l 

Table D-9. Weighted Responses for Section 9: Consumer Complaints 

Very Small (n = 110) 

95% Cl 

n % Low High 

9.1 Are there wntten procedures at the 
plant or corporate level for handling 
consumer complaints? 

1. Yes 52 55.44 42.10 68.0. 

2. No (Skip to question 9.6) 55 42.96 30.51 56.3, 

Not applrcable (Skip to 2 1.06 0.26 4.2: 
Section IO) 

No answer 1 0.54 0.07 3.8: 

9.2 [If 9.1 is Yes] 
Does management verify and keep 
records that these procedures are 
being followed? 

I. Yes 46 88.95 68.85 96.7( 

2. No (Skip to question 9.4) 6 11.05 3.30 31.1! 

9.3 [If 9.2 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

I. Yes, for some procedures 14 35.62 18.38 57.6C 

2. Yes, for all procedures 23 43.95 25.18 64.63 

3. No a 13.36 5.10 30.67 

No answer 1 7.07 0.95 37.56 

Small (n = 114) Large (n = 14) 

95% Cl 95% Cl 

n % Low High n % Low High 

85 77.68 67.24 85.52 13 95.49 73.42 99.3! 

26 19.71 12.35 29.95 1 4.51 0.61 26.51 

0 0.00 0.00 0.00 0 0.00 0.00 O.O( 

3 2.60 0.75 8.68 0 0.00 0.00 O.O( 

79 93.96 85.99 97.53 13 100.00 100.00 1 OO.OC 138 92.65 84.93 96.58 

6 6.04 2.47 14.01 0 0.00 0.00 o.oc 12 7.35 3.42 15.07 

37 47.00 33.00 61.49 3 24.35 7.49 56.15 54 41.40 30.73 52.96 

33 41.78 28.17 56.77 9 67.67 37.62 87.90 65 44.54 33.65 55.99 

9 11.22 5.09 22.92 1 7.98 1.06 41.19 18 11.68 G.70 19.59 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 2.37 0.32 15.56 

Overall (n = 238) 

95% Cl 

n % Low High 

150 68.95 60.93 75.98 

82 29.01 22.16 36.99 

2 0.46 0.1 1 1.84 

4 1.57 0.53 4.60 

(continued) 



0 
h Table D=S. Weighted Responses for Section 9: Consumer Complaints (continued) 

Verv Small (n = 110) 

95% Cl 
n % Low High n % Low High n % Low High n % Low High 

9.4* [If 9.1 is Yes] 
Do your written procedures for 
handling consumer complaints 
include any of the following? 

1. Procedures for handling all 
written and oral complaints 

2. Records concerning the handling 
of complaints including any 
investigations, investigation 
findings, and follow-up action 
taken 

47 95.18 88.52 98.0( 81 96.05 88.64 98.7( 13 100.00 100.00 lOO.O( 141 96.04 91.92 98.10 

39 65.44 44.02 82.01 79 91.81 78.37 97.2c 12 95.30 72.43 99.3i 130 82.85 71.90 90.12 

3. Procedures for requiring 
reporting of serious adverse 
events to FDA MEDWATCH 

4 4.27 1.49 11 64 13 18.74 9.71 33.09 4 31 92 12 26 61.16 21 14.64 8.61 23.81 

Don’t know 1 0.94 0.13 6.6C 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.33 0.05 2.33 

No answer 1 0.94 0.13 6.6C 0 0.00 0.00 0.00 0 0 00 0.00 0.00 1 0.33 0.05 2 33 

9.5 [If 9.1 is Yes] 
How long are records on consumer 
complaints retained at the plant or 
corporate headquarlers? 

1. year(s) after expiration 11 25.60 11 .59 47.44 __ 
date I 

2. - year(s) fro,n date of 20 43.10 25.18 63.04 
manufacture 

3. Other 16 21.27 10.44 38.50 

Don’t know 3 8.16 1.68 31.63 

No answer 2 1.87 0.46 7.33 

Mean years after expiration date 11 1.50 1.03 1.97 

Mean years from date of 
manufacture 

20 4.47 3.86 5.09 

Small (n = 114) 

95% Cl 

35 42 54 29.40 56.82 

25 25.43 15.60 38.61 

25 32.03 20.35 46.51 

0 0.00 0.00 o.oc 

2 15.96 3.90 47.04 

3 19.78 6.16 48.09 

6 51.58 25 71 76.63 

0 0.00 0.00 0.00 

0 0.00 0.00 0.001 2 12.68 2.91 41.32) 

Large (n = 14) 

95% Cl 

Overall (n = 238) 

95% Cl 

48 34.69 24.95 45.91 

48 31.19 22.10 42.01 

47 29.69 21.00 40.15 

3 2.85 0.59 12.71 

4 1.58 0.56 4.33 

35 2.22 1.56 2.88 2 5.50 o,ooa 12.16 48 2.14 1.65 2.64 

25 4.23 3.54 4.91 3 5.11 2.98 7.25 48 4.39 3.95 4.82 

I I 

(continued) 



Table D-9. Weighted Responses for Section 9: Consumer Complaints (continued) 

Very Small (n = 110) Small (n = 114) 

95% Cl 95% Cl 

n %  Low High n %  Low High 

9.6* What are your procedures for 
handling adverse events assocrated 
with consumer complaints? 
1. Incident is reported to FDA 15 19.37 9.90 34.43 17 17.24 9.69 28.79 

2. Product IS tested for identrty and 66 62.40 48.41 74.58 83 73.98 62.49 82.91 
composition 

3. Product is reformulated 19 19.23 10.64 32.23 34 34.49 23.93 46.84 

4. Product is recalled 59 60.13 46.51 72.35 75 62.60 50.43 73.36 

5. Other 34 25.62 16.25 37.93 22 22.15 13.42 34.29 

Don’t know 2 1.05 0.26 4.14 0 0.00 0.00 0.00 

No answer 3 1.62 0.52 4.95 8 5.25 2.42 11.02 

9.7 Does this plant have ‘I recall 
procedure in place? 
1. Yes 70 68.43 55.12 79.27 91 80.16 68.75 88.13 

2. No 36 30.48 19.74 43.86 17 15.17 8.14 26.53 

No answer 2 1.10 0.27 4.26 6 4.66 1.92 10.91 

Large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 

n %  Low High n %  Low High 

5 32.10 13.20 59.52 37 18.94 12.70 27.30 

8 56.99 30.46 80.04 157 68.08 59.55 75.55 

5 34.13 14.36 61.56 58 27.88 20.79 36.28 

6 41.75 19.33 68.20 140 60.43 51.80 68.47 

4 34.01 13.51 62.97 60 24.27 17.67 32.37 

0 0.00 0.00 0.00 2 0.45 0.11 1.79 

1 4.49 0.61 26.47 12 3.64 1.97 6.63 

11 76.75 45.88 92.78 172 74 91 66.86 81.55 

1 11.15 1.56 49.75 54 21.57 15.30 29.52 

2 12.11 2.80 39.67 10 3.51 1.80 6.76 

(conttnued) 



u -- 
th Table D=9. Weighted Responses for Section 9: Consumer Complaints (continued) 
P 

Very Small 01 = 110) 

95% Cl 

9.8* Who evaluates reports on 
consumer complaints? 

1. In-house medical personnel 

2. In-house scientific personnel 

3. in-house quality control 
personnel 

4. In-house regulatory affairs 
personnel 

5. Outside contractor 

6. Other 

Don’t know 

No answer 

n % low High 

16 11.10 5.98 19.6e 

23 23.64 14.05 36.96 

70 61.61 47.35 74.13 

15 14.02 6.98 26.15 

12 12.41 5.46 25.80 

29 29.28 18.20 43.51 

1 3.52 0.48 21.57 

1 0.55 0.08 3.86 

Small (n = 114) Large (n = 14) Overall (II = 238) 

95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High 

11 10.04 4.50 20.92 4 27.35 10.17 55.59 31 11.41 7.22 17.57 

58 53.31 41.41 64.85 8 53.86 28.01 77.79 89 40.53 32.53 49.06 

93 82.84 72.68 89.76 13 92.38 60.53 98.97 176 74.18 65.75 81.13 

44 39.62 28.72 51.67 6 38.62 17 42 65.23 6S 28.5i ii.40 36.8S 

13 9.69 4.61 19.23 1 11.15 1.56 49.75 26 10.94 6.44 17.98 

21 15.13 8.79 24.78 1 7.62 1.03 39.47 51 LO.84 14.64 28 7': 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.52 0.21 10.26 

3 1.92 0.52 6.90 0 0.00 0.00 0.00 4 !.2? 0.40 3.69 

aEstimated confidence in:xval for lower bound was less than zero so we truncated the Interval. 

*Total may sum to greate than 100% because respondents could select more than one answer. 



Table D-IO. Weighted Responses for Section 10: Your Plant 

Very Small (n = 110) 

95% Cl 

n % low High 

10.1 What was the calendar year 
during which this plant was 
built? (Ifmultiple buildings, use 
date of oldest building.) 

Year (mean response) 80 1981 1977 198 

10.2 What was the calendar year 
during which the dietary 
supplement operations began at 
this plant? (If multiple buildings, 
use date of earliest operation.) 

Year (mean response) 95 1992 1990 1993 

10.3 What is the total square footage 
of this plant? 

Small (n = 114) large (n = 14) 

95% Cl 95% Cl 

n % low High n % low High 

Overall (n = 238) 

95% Cl 

n % low High 

102 1979 1975 1982 12 1967 1956 197 194 1979 1976 1982 

103 1989 1986 1991 13 1971 1958 198: 211 1989 1988 1991 

Square feet (mean response) 91 24,675 355 48,991 

10.4 Are this plant’s facilities 
connected to a city water supply? 

1. Yes (Skip to question 10.6) 86 80.90 68.58’ 89.11 

2. No 17 12.20 6.23 22.5: 

Don’t know 2 4.00 . 0.70 19.9t 

No answer 5 2.89 1.16 7.0. 

102 71,355 52,980 89,730 11 595,734 3,771 1,187,69r 204 75,733 42,203 109,263 

88 80.90 69.92 88.53 12 87.89 60.33 97.1! 186 81.27 73.83 86.97 

20 13.18 7.31 22.61 1 7.62 1.03 39.4: 38 12.47 8.12 18.67 

0 0.00 0.00 0.00 0 0.00 0.00 O.O( 2 1.74 0.30 9.37 

6 5.91 ‘1.97 16.41 1 4.49 0.61 26.4; 12 4.52 2.05 9.70 



0 in Table D-10 Weighted Responses for Section 10: Your Plant (continued) 

Very Small (n = 110) Small (n = 114) large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 95% Cl 
n % Low High n % low High n % Low High n % low High . 

10.5 [If 10.4 is No] 
Is the water supply Jt this plant 
potable? 

1. Yes 12 54.43 22.21 83.32 

2. No 3 12.75 3.54 36.82 

Don’t know 0 0.00 0.00 0.00 

16 88.26 68.34 96.32 1 100.00 100.00 100.0’ 

1 2.45 0.29 17.89 0 0.00 0.00 0.01 

1 3.33 0.41 22.35 0 0.00 0.00 0.01 

No answer 2 32.82 7.19 75.49 2 5.95 1.20 24.86 0 0.00 0.00 o.ot 
I I 

10.6 Does your cornpan,. own plants at 
other locations? 

1. Yes 15 21.49 11.45 36.68 33 24.54’ 16.47 34.91 10 75.76 48.32 91.2t 

2. No 90 75.89 61 .ll 86.32 74 66.40 54.60 76.46 3 19.75 6.14 48.1t 

No answer 5 2.62 1.08 6.20 7 9.05 3.65 20.74 1 4.49 0.61 26.4; 

10.7 How many employees are 
currently employed at this plant? 

1. Full-time (mean response) 102 7.63 6.06 9.20 103 95.51 73.20 117.81 13 1,005.23 300.43 1,710.02 

2. Part-time (meafl response) 56 18.80 o.ooa 50.45 47 12.83 4.39 21.26 6 53.30 15.74 9o.ai 

10.8 How many employees employed 
at this plant are working in qualify 
control? 

1. Full-time (mean response) 79 3.01 0.18 5.85 99 7.24 5.31 9.17 12 08.24 25.65 1 SO.83 

2. Part-time (mean response) 49 1.65 1.29 2.02 37 3.28 0.52 6.04 5 2.79 o.ooa 6.71 

29 74.25 42.21 91.92 

4 6.76 2.54 16.77 

1 1.81 0.23 12.85 

4 17.19 3.34 55.52 

58 25.91 19 12 34.08 

167 68.08 59.55 75.55 

13 6.02 2.88 12.14 

218 105.47 58.66 152.27 

109 17.64 1.04 34.23 

190 10.27 5.51 15.03 

91 2.49 1.08 3.90 

(continued) 



Table D-IO Weighted Responses for Section 10: Your Plant (continued) 

Very Small (n = 110) Small (n = 114) large (n = 14) Overall (n = 238) 
I 

10.9 For the most recent fscal year, 
provide the number of batches of 
dietary supplement product by 
product form. (Mean response in 
batches) 

a. Powder 87 49.71 20.79 78.63 76 

b. Liquid 87 45.60 25.11 66.09 76 

c. Paste 87 0.04 o.ooa 0.09 76 

d. Capsule a7 55.57 23.25 87.89 76 

e. Tablet or caplet 87 53.92 5.91 101.93 76 

f. Gelcap 87 0.40 o.ooa 1.07 76 

g. Other 87 14.07 3.90 24.25 76 

h. Other a7 3.64 0.00” 9.12 76 

Total 87 222.95 134.52 311.38 76 

95% Cl 95% Cl 95% Cl 95% Cl 

n mean Low High n mean low High n mean Low High n mean Low High 

120.54 80.18 160.90 12 

80.30 30.55 130.04 12 

14.20 o.ooa 38.12 12 

138.68 78.39 198.96 12 

171.63 93.50 249.77 12 , 

1 a.35 3.42 33.27 12 

10.33 2.01 18.66 12 

0.04 o.ooa 0.12 12 

554.07 407.25 700.89 12 

85.98 O.OOa 182.43 175 

5.13 o.ooa 15.09 175 

0.00 0.00 0.00 175 

13.51 o.ooa 31.19 175 

170.88 39.25 302.52 175 

2.23 o.ooa 6.46 175 

31.22 O.OOa 91.00 175 

0.00 0.00 0.00 175 

308.96’ 181.59 436.33 175 

84.60 59.57 109.62 

59.04 33.33 84.75 

6.56 O.OOa 17.59 

91.20 57.49 124.91 

115.45 70.79 160.10 

8.78 1.88 15.67 

13.42 6.28 20.56 

1.75 o.ooa 4.35 

380.80 292.64 468.95 

(continued) 



u . in Table D-IO Weighted Responses for Section IO: Your Plant (continued) 

Very Small (n = 110) 

95% Cl 

n % low High 

10.10 What were the gross sales revenue 
for the dietary supplement 
operations only at this plant for 
the most recent fiscal year? 

1. Less than $500,000 

2. $500,000 to jus: under $1 
million 

3. $1 to just under $2.5 million 

4. $2.5 to just under $5 million 

5. $5 to just under $10 million 

6. $10 to lust under $20 million 

7. $20 to just under $50 million 

8. $50 to just under $100 million 

9. $100 to just under $500 
millton 

10. $500 million or more 

Don’t know 

No answer 

47 34.11 23.66 46.37 

20 19.64 10.62 33.44 

18 23.97 13.42 39.06 

9 7.94 3.39 17.49 

2 0.92 0.22 3.76 

3 1.63 0.51 5.05 

2 4.00 0.70 19.90 

0 0.00 0.00 0.00 

1 3.49 0.48 21.37 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

8 4.21 2.09 8.66 

Small (n = 114) large (n = 14) Overall (n = 238) 

95% Cl 95% Cl 95% Cl 

n % low High n % Low High n % Low High 

21 14.30 8.17 23.84 

6 2.68 1.16 6.04 

10 13.17 6.18 25.86 

7 6.24 2.19 16.51 

24 24.00 14.89 36.31 

14 10.32 5.77 17.80 

12 12.76 6.63 23.14 

2 0.92 0.23 3.56 

5 5.34 2.22 12.27 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

2 1.58 0.34 7.03 0 0.00 0.00 0.00 2 0.81 0.18 3.66 

11 8.69 4.59 15.86 1 7.62 1.03 39.47 20 6.73 4.20 10.61 

4.51 0.61 26.58 

0.00 0.00 0.00 

6.54 0.90 34.91 29 17.51 11.37 26.00 

7.62 1.03 39.47 17 7.05 3.70 13.03 

2.11 2.81 39.67 28 13.35 8.33 20.72 

5.24 3.77 45.23 19 6.81 4.22 10.80 

2.35 2.89 40.02 16 8.93 4.94 15.62 

8.77 4.70 51.97 4 1.46 0.51 4.11 

5.24 3.77 45.23 8 5.06 2.30 10.75 

69 22.39 16.66 29.40 

26 9.90 5.70 16.66 

aEstjmated confidence interval for lower bound was less than zero so we truncated the interval. 



Table D-1 1. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? 

Very Small 

It IS not a manufacturing facility. Just a sales and marketrng site. 

All products distributed are produced by other companies in facilities wholly within their control. 

We sub-contract wrth packaging companies for actual supplement manufacturing. (We do not have production facility). 

OEM customers do not want to pay for extensive costs, i.e. lab tests of raw materials even finished products. 

Don’t manufacture-we rely on manufacturers. 

Not a plant. 

We do not manufacture products, we distribute finished products only. 

Proposed rule makrng not finalized. 

Very expensive-we are small. 

We don’t manufacture. 

Do not understand exact meaning. 

We are not manufacturer in thus place. Only office here. 

Current program stronger than GMPs. 

Not a manufacturer-only resell bulk ingredients. 

We import products that are made overseas and depend on our suppliers to follow GMP standards. 

Products produced by approved vendor. 

Not sure how GMPs apply to my company. Too busy struggling to survrve to find out. 

Our plant 1s staffed by only two people-myseif and my wife. We simply warehouse atnd re-ship products .which are packed by private 
companies. 

Not familiar. 

We manufacture single herb tea grown on our biological reserve. As a small company with one product that we control from seed to mature 
plant. 

Not familiar with them. 

Not required. 

(continued) 



9 Table D-1 1. Verbatlms for Question 2.4: Why Does this Plant Not Follow Published GMPs? (continued) 

g 
Very Small (continued) 

It is not a manufacturing facility. just a sales and marketing site. 

Too costly and unnecessary in our situation. 

Not applicable--\ve don’t manufacture products. 

Do not have enough information-will set up in 2000. 

We do not manufacture. 

We are just a sales and marketing office. 

I don’t think they are adequate for botanical identity. 

It doesn’t seem necessary. We know the contentslpurlty of the goods we make, and have our own standards for purity and sanitation, 

Published procedures are generally not applicable or practrcal for an herbal manufacturmg company of our size. 

We do not trust the intent of the inspectors. We are afraid that they may acquire proprietary manufacturing practices frorn us. 

I was told by an FDA staff member that GMPs did not apply to our operation. 

Qnly because 1 dcn’t have a copy of published GMPs and didn’t know where to access this informatlon. I . 

Unavailable-guidelmes not established. 

GMP not readily available and the expense involved 

Not a manufacturer. 

Manufacturing is ,lot done at this plant but items In question 2.3 are kept on file by our supplier 

We employ the services of contract manufacturers for all our products Consequently, the questions In sections 3-7 are not applicable. 

Small 

I don’t manufactc:re anything or encapsulate anything--I’m not a plant. 

Distribution only 

Limited resources * 

We are strictly a distributor and rely on our vendors to have GM&. 

We are a business office. 

Current operations have proven adequate and safe over many years. Thousands of satisfied customers with very few complaints. 

(continued) 



Table 04 1. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? (continued) 

Small (continued) 

Not economically feasible. 

Too costly to implement. 

We handle 80-90% raw materials of herbs-only about 5 kinds of herbs that’s all. 

In development at this time. 

Dietary supplement product lines are not extensive enough to warrant following a published GMP model. 

We are not aware of published GMPs for importers who do not ever open drums. The producers follow published GMP. 

We do not manufacture or bottle the product-Only private label and distribute. 

We are not a manufacturer and this is not a plant. 

We are in the process of implementing newaprocedures. 

We follow specific procedures defined by clients and we are using our own GMP system. 

We feel we have GMPs in place. They just aren’t the GMPs that someone else established, they’re are [sic] own.- ” 
Work in process. Goal to be by 612000. 

_I 

None of the actual manufacturing done at this location. 

We are not manufacturer. Our manufacturer follows China’s and/or Australia’s GMPs. 

Raw ingredient supplier.’ 

We are a distributor. 

We are a farm and produce bulk herbs mostly: 

Contract manufacturers-make and package our products-we repackage into point of sale displays only. 

Local sanitation dept standards. 



Appendix E: 
Weighted Results by + 
Product Type 



The results for each section of the survey are reported in a separate 

table (e.g., Table E-l corresponds to Section 1 of the survey). For 

each question response item, we provide the number of 

respondents who circled that answer (n), the proportion of 

respondents who circled that answer (%), and the 95 percent 

confidence interval for the point estimate (Low and High values). 

Where appropriate, we report the mean response. 

The totals for a question may not always sum to 100 percent due to 

rounding. We have indicated with an (*) when respondents could 

select more than one response. 

Because of the skip patterns, the number of respondents varies by 

question. We excluded from the analysis respondents who 

appropriately skipped questions. For example, respondents who 

answered 2 (No) to Question 2.5 were not included in the 

frequency for Questjon 2.6. 

E-l 



P 
N Table E-l. Weighted Responses for Section 1: Products and Markets 

Vitamins and Minerals 
(n = 118) 

n % Low High 

I .I *Which of the follow rng describes 
the dietary supplement operations at 
thus plant? 

1 Manufacturer-manufacture 
dietary supplements from 
ingredients, may package and 
label the product itself or transfer 
It to a repackager/relabeler/ 
encapsulator or distributor 

2. Repackager/relabeler/ 
encapsulator-repackage, 
relabel, or encapsulate dretary 
supplements manufactured by 
another firm 

3. ingredient or input supplier- 
supply ingredients or bulk 
finished produc:s used to 
manufacture dretary supplements 
at this plant or 2 nother firm 

4. Drstrrbutor-disinbute products 
manufactured by thts plant or 
another firm 

5. Importer-import either 
ingredients for further processing 
or finished products for 
distribution 

6. Exporter-expo : erther 
ingredients for fJrther processing 
or finished products for 
distribution 

i’. Other 

77 63.54 57.71 73.9 

50 42.57 31.63 54.25 

38 28.51 19.27 39.9E 

76 61.29 49.41 71.96 

36 32.37 22.35 44.32 

46 36.88 26.53 48.59 

4 3.83 1.05 12.92 

No answer 0 0.00 0.00 0.00 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n % Low High 

7 43.26 21.81 67.5 

3 17.92 5.70 44.0, 

4 24.47 9.31 50.5f 

7 44.79 22.78 69.01 

5 30.73 13.23 56.3; 

4 24.18 9.04 50.5i 

1 6.26 0.83 34.72 
0 0.00 0.00 0.00 

Herbals and Botanicals 
(n = 97) 

95% Cl 

n % Low High 

59 60.77 47.60 72.5 

13 16.47 7.93 31.0' 

34 37.70 25.60 51.5( 

48 

30 

29 

5 
2 

44.53 32 39 57.3f 

24.89 16.93 35.01 

30 .32 19.57 43.76 

4.13 1.72 9.59 

3.06 0.67 12.81 

Other 
(n = 7) 

95% Cl 

47.28 16.09 80.74 

17.58 2.37 6.5 22 

35.21 I!.07 70.34 

59.34 23.54 87.37 

23.67 5.68 61.47 

12.12 1.63 53 50 

0.00 0.00 0.00 

0 0.00 0.00 0.00 

(continued) 



Table E-1. Weighted Responses for Section 1: Products and Markets (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n %  Low High 

1.2 For your dietary supplement 
operations at this plant, what is the 
product type for your primary line o/ 
business? 

1. Vitamins and minerals 

2. Herbals and botanrcals, not 
rncluding extracts 

3. Herbal and botanrcal extracts 

4. Amino acids 

5 Protein products 

6. Animal extracts 

7. Concentrates, metabolites, and 
constituents 

8. Other 

Respondent selected multiple 
responses 

Non-dietary supplement product 

No answer 

60 

16 

21 

1 

4 

0 

2 

3 

9 

2 

0 

53.24 41.82 64.3; 0 0.00 0.00 0.00 0 

15.70 8.54 27.1C 1 5.97 0.82 32.74 41 

15.44 8.92 25.3E 2 11.66 2.91 36.72 41 

0.35 0.05 2.48 3 18.79 6.12 45.06 0 

3.31 0.81 12.52 7 45.37 23.07 69.70 0 

p.00 0.00 0.00 0 0.00 0.00 0.00 0 

2.50 0.41 13.77 0 0.00 0.00 0.00 0 

3.01 oh4 12.92 0 0.00 0.00 0.00 3 

5.74 2.87 11.15 3 18.21 5.81 44.56 11 

0.72 0.18 2.87 0 0.00 . 0.00 0.00 0 

0.00 0.00 0.00, 0 0.00 0.00 0.00 1 

m  
G 

Aminos/Proteins/Animal Herbals and Botanicals Other 
Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High 

0.00 

39.36 

37.19 26.96 48.71 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

12.18 3.73 33.20 5 

10.40 5.39 19.12 0 

0.00 

0.88 

0.00 0.00 

28.12 51.84 

0.00 0.00 

0.12 6.'? "I 

0 

0 

0 

0 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 0.00 0.00 

29.64 7.09 69.93 

70.36 30.07 92.91 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.00 Y.,,., .,.-- n ml  n nn 

(continued) 



I? P Table E-i. Weighteel Responses for Section 1: Products and Markets (continued) 

Vitamins and Minerals Aminos/Proteins/Animai 
(n = 118) Extracts (n = 16) 

95% ci 95% Cl 

n % Low High n % Low High 

1.3* What other product types, not 
including your primary line of 
busrness, do you produce at this 
plant? By produce v*e mean, 
manufacture, repack’relabel/ 
encapsulate, supply ingredients, 
distribute, import, or export. 

1, Vitamins and minerals 

2. Herbals and botanrcals, not 
rncluding extract- 

3. Herbal and botar rcal extracts 

4. Amino acids 

5. Protein products 

6 Anrmal extracts 

7 Concentrates, mt rabolites, and 
constrtuents 

8. Other 

Non-dietary suppiement product 

No other producr types 

58 

67 

48 40.26 29.57 51.9t 5 29.87 12.62 55.65 32 
52 45.79 34.83 57.1s 3 18.79 6.12 45.06 0 

39 34.84 24.78 46.45 2 12.24 2.95 38.9f 0 

22 22.49 13.85 34.3E 5 29.87 12.62 55.65 0 

24 23.68 15.02 35.25 3 18.50 5.87 45.25 2 

3 0.95 0.30 2.96 

11 6.39 3.46 11.51 

10 9.08 4.15 18.74 

46.76 35.68 58.lt 0 0.00 0.00 O.O( 0 

59.76 48.05 70.4C 1 5.69 0.79 31.2: 29 

1.4 Does this plant produce any food 
products other than dietary 
supplements? 

1. Yes 

2. No 

Don’t know 

26 19.51 12.10 29.92: 

91 79.62 69.18 87.18 

0 0.00 0.00 0.00 

No answer 1 0.87 0.12 6.02 

2 12.52 3.07 39.25 

4 24.18 9.04 50.57 
3 21.18 6.90 49.36 

Herbals and Botanicals Other 
(n = 97) (n = 7) 

95% Cl 

n % Low High 

2 

8 

29 

0.00 0.00 O.O( 

37.58 25.45 51.45 

32.92 22.41 45.4/ 

0.00 0.00 o.oc 

0.00 0.00 o.oc 

0.00 0.00 o.oc 

3 02 0.66 12.77 

2.16 0.51 8.61 

7.92 3.66 16.29 

24.18 16.47 34.03 

5 31.02 13.27 56.94 20 19.47 12.03 29.96 1 17.58 2.37 65.22 
11 68.98 43.06 86.73 75 78.37 67.55 86.31 6 02.42 34.78 97.63 

0 0.00 0.00 0.00 1 0.88 0.12 6.12 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 1 1.28 0.18 8.71 0 0.00 0.00 0.00 

(continued) 

0 

0 

0 00 0.00 o.uu 

0.00 0.00 0 00 

0.00 0.00 0.00 

0.00 0 00 0.00 

0.00 0.00 0.00 

0 00 0.00 0.00 

0.00 0.00 0.00 

12.12 1.63 53.50 

0.00 0.00 0.00 

87.88 46.50 98.37 



Table E-l. Weighted Responses for Section 1: Products and Markets (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

1.5 Does this plant produce any over- 
the-counter (OTC) oi prescription 
(Rx) drugs? 

1. Yes, OTC drugs 

2. Yes, Rx drugs 

3 Yes, OTC and Rx drugs 

4. No 

Don’t know 

n %  Low High 

17 9.73 5.97 15.4 

0 0.00 0.00 0.01 

15 10.86 5.98 18.9 

84 76.68 67.77 83.7 

0 0.00 0.00 0.01 

No answer 2 2.73 0.62 ll.l! 

1.6* Is this plant a member of any of the 
following trade organizations? 

1. American Herbal Products 
Association (AHPA‘) ’ 

2. Consumer Health Products 
Association (CHPA) (formerly 
known as Nonprescription Drug 
Manufacturers Association) 

3. Council for Responsible 
Nutrition (CRN) 

4. National Nutritional Foods 
Association (NNFA) 

5. Utah Natural Products Alliance 
(UNPA) 

6. Other 

Not applicable 

Don’t know 

30 l&48 11.15 23.6t 1 5.97 0.82 32.7‘ 52 46.70 34.81 58.9E 0 0.00 0.00 0.00 

12 8.92 4.48 16.9; 0 0.00 0.00 o.oc 3 2.56 0.81 7.83 1 17.58 2.37 65.22 

23 21.81 13.68 32.92 

60 

5 

17 

35 

0 

52.62 41.13 63.85 

2.12 0.83 5.3C 

15.31 8.70 25.54 

25.45 16.93 36.39 

0.00 0.00 0.00 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n %  Low Hiah 

2 11.37 2.91 35.41 

0 0.00 0.00 O.O( 

3 18.50 5.87 45.21 

11 70.13 44.31 87.31 

0 0.00 0.00 O.O( 

0 0.00 0.00 O.O( 

1 6.26 0.83 34.72 

a 48.08 25.32 71.67 

0 0.00 0.00 0.00 

3 20.61 6.73 48.31 

6 37.00 17.28 62.27 

0 0.00 0.00 0.00 

Herbals and Botanicals 
(n = 97) 

95% Cl 

n %  Low High 

10 10.13 5.14 18.91 

0 0.00 0.00 O.O( 

1 0.84 0.12 5.8f 

84 86.88 77.52 92.7C 

1 0.88 0.12 6.1; 

1 1.28 0.18 8.71 

8 

42 

1 

15 

22 

1 

7.88 3.65 16.20 

44.30 31.84 57.52 

0 0.00 0.00 0.00 

3 41.76 13.14 77.26 

2.18 0.31 13.97 0 0.00 0.00 0.00 

12.81 7.47 21.09 1 12.06 1.62 53.34 

25.13 14.99 38.97 3 40.66 12.63 76.46 

0.88 0.12 6.12 0 0.00 0.00 0.00 

Other 
(n = 7) 

95% Cl 

n %  Low High 

1 17.58 2.37 65.22 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

6 82.42 34.78 97.63 

0 0.00 0.00 0.00 

0 0:oo 0.00 0.00 

“The primary line of business is the line of business that contributes to the majority of revenues-either greater than 50 percent of revenues or the greatest of several 
lines such as 35 percent if all other lines contribute less. 

m  
&I 

*Total may sum to greater than 100% because respondents could select more than one answer. 



In 
A Table E-2. Weighted Responses for Section 2: Good Manufacturing Practices (GMPs) 
“I 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 

n % low High 

2.1 Does this plant follow a published 
Good Manufacturrng Practices 
(GMPsj model for the dretary 
supplement products produced at 
thus plant? 

1. Yes 89 67.58 55.79 77.5( 

2. No (Skip to questton 2.3) 22 28.93 19.43 40.71 

Not applicable (Skip to 4 1.41 0.53 3.6t 
question 2.3) 

No answer 3 2.07 0.62 6.7; 

2 2* Ilf2.1 is Yes] 
Which of the followtng are your 
GMPs for dietary supplement 
operations patterned after? 

I, FDA Food CCMPs (21 CFR Part 
110) 

2. Advance Notice of Proposed 
Rulemaking for Dretary 
Supplements 

3. National Nutritional Foods 
Assocration (NI\;FA) CMPS 

4 FDA Drug CGMPs (21 CFR Parts 
2lOand211) 

5. U.S. Pharmacopera CUSP) GMPs 

6. Other 

Don’t know 

No answer 

(Skip to question 2.;) 

55 66.46 56.09 75.45 

28 34.87 23.31 48.52 

23 26.75 16.52 40.26 

36 37.37 25.72 50.70 

30 37.05 25.32 50.54 

5 5.83 1.97 16.03 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

95% Cl 95% Cl 95% Cl 

n % low Hieh n % low High n % Low High 

10 61.18 36.00 81.5~ 

5 32.56 14.17 58.5~ 

1 6.26 0.83 34.7; 

0 0.00 0.00 O.O( 

69.29 36.69 89.7E 34 57.19 40.01 72.80 3 100 00 100 au 1ou !!L' 

0.00 0.00 o.oc 13 26.21 13.28 45.18 0 0.00 0.00 0.00 

19 06 4.80 52.36 13 31.86 16 47 52.56 1 29.40 3.51 82.65 

40.94 16.67 70.62 8 11.20 5.40 21.80 0 0.00 0.00 0 00 

30.71 10.22 63.31 9 15.92 7.71 30.02 0 0.00 0.00 0.00 

10.24 1.33 49.11 11 23 01 10.27 43.83 1 27.99 3.30 81.58 

0.00 0.00 0.00 1 1.48 0.20 10.15 0 0.00 0.00 0 00 

0.00 0.00 0.00 1 1.42 0.19 9.77 0 0.00 0.00 0.00 

Herbals and Botanicals 
I 

Other 
(n = 97) (n = 7) 

57 59.31 46.23 71.18 3 41.24 12.85 76.97 

32 31.67 20.93 44.81 4 58.76 23.03 87.15 

3 2.96 0.91 919 0 0.00 0.00 i).(:l) 

5 6.06 2.32 1490 0 0.00 0 00 (1 L\ ,g 

(continued) 



Table E-2. Weighted Responses for Section ?: Good Manufacturing Practices (QMPs) (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % low Hiah 

2.3* [If 2.1 is No] 
If not following published GMPs, 
how does this plant verify the 
identity, purity, and composition of 
dietary supplement products and 
ingredients? 

1. Sanitation standard operating 7 22.41 - 
procedures (SSOPs) 

-a 

2. Other quality assurance (QA) 6 24.54 - 
program 

-a 

3. Certificate of Analysis 19 83.97 - -a 

4. Certificate of Identity 5 l-3.65 - -a 

5. Other 11 44.07 - -.-a 

Not applicable 2 2.21 - -a 

No answer 1 1.22 - --a 

2.4 [If 2.1 is No] 
Why does this plant not follow 
published GMPs? 

2.5 Does this plant have standard 
operating procedures (SOPS)! 

1, Yes 

2. No (Skip to Section 3) 

Not applicable 

Don’t know 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n % Low Hieh 

16.13 - -a 

16.13 - -a 

63.04 - -a 

46.91 - -a 

38.44 - -a 

0.00 - -a 

0.00 - -a 

Herbals and Botanicals Other 
(n = 97) (n = 7) 

95% Cl 

n % Low High n % Low Hiah 

5 

12 

20 

7 

11 

5 

0 

10.96 - -a 

29.03 - -a 

47.49 - -a 

16.67 - -a 

25.96 - -a 

27.29 - -a 

0.00 - -a 

102 82.13 70.56 89.81 10 60.32 ‘34.91 81.16 

10 11.49 5.42 22.74 1 5.97 0.82 32.74 

2 0.67 0.17 2.63 1 8.66 1.25 41.58 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

No answer 4 5.71 1.83 16.44 4 25.05 9.75 50.83 

m 
4 

95% Cl 

(verbatims provided in Table E-l 1) 

/ 

29.92 - -a 

20.52 - -a 

70.08 - -a 

20.52 - -a 

0.00 - -a 

0.00 - -a 

0.00 - -a 

79 78.10 63.91 87.77 4 50.82 23.07 87.19 

10 13.32 5.53 20.74 3 41.18 12.81 76.93 

3 2.96 0.91 9.19 0 0.00 0.00 0.00 

1 0.84 0.12 5.86 0 0.00 0.00 0.00 

4 4.78 1.60 13.38 0 0.00 0.00 0.00 

(continued) 



m 
do Table E-2. Weighted Responses for Section 2: Good Manufacturing Practices (GYPS) (continued) 

2 6 [If 2.5 is Yes1 
Is there written documentation of 

the SOPS? 

1. Yes 70.12 18.37 96.07 

2. No 29.88 3 93 81.63 

Don’t know 0.00 0.00 U.UU 

aConfIdence Interval cou d not be estimated because there was only one observation (respondent) in a stratum for that questlon. 

*Total may sum to greater than 100% because respondents could select more than one answer. 



Appendix 
E - 

W
eighted 

Results 
by Product 

Type 

: , i i 

I ; 5 

wm
oo 

O
YNP.0 

-. 
I-. 

0 
0 

cn-x-id 
am

- 

-m
bc 

m
m

 

NhlO
C 

m
 

r; 

E-9 



m 
L Table E-3. Weighted Responses for Section 3: Personnel (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % Low High 

3.4 Does plant management verify and 
keep records that the procedures for 
personnel on disease control, 
personal cleanliness, and training 
are being followed? 

1. Yes 79 67.54 55.40 77.71 

2. No (Skip to question 3.6) 30 29.68 19.85 41.84 
Not applicable 1 0.36 0.05 2.53 

No answer 1 2.41 0.33 15.71 

3.5 [If 3.4 is Yes1 
Are records made of any corrective 
actions taken if procedures are nor 
followed? 
I. Yes, for some procedures 38 50.93 37 00 64.71 

2. Yes, for all procedures 26 31.03 19.66 45.28 
3. No 9 13.53 6.04 27.61 

No answer 6 4.50 1.90 10.31 

3.6 Are records maintalned of personnel 
education, trarning, or experience? 

1 Yes 82 69.97 57.61 79.98 

2. No (Skip to Sec!,on 4) 28 29.67 19.69 42.06 

Not applrcable 1 0.36 0.05 2.53 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n % . Low High 

9 63.88 36.62 84.4C 

5 36.12 15.60 63.3.f 

0 0.00 0.00 o.oc 

0 0.00 0.00 o.oc 

6 65.43 32.07 88.35 22 46.04 28.93 64.14 1 59.18 t3.11 95.97 

2 23.05 5.67 59.89 12 35.02 18.30 56.46 1 40.82 4.03 91 89 

0 0.00 0.00 0.00 6 14.85 6.02 32.21 0 0.00 0.00 0.00 

1 11.52 1.49 52.93 2 4 09 0 97 15.70 0 0.00 0.00 0 00 

11 78.60 49.84 93.13 55 58.57 45.26 70.73 2 45.80 12.12 83.82 

3 21.40 6.87 50.16 31 38.97 26.95 52.51 3 54.20 16.18 87.88 

0 0.00 0.00 0.00 2 2.46 0.58 9 77 0 0.00 0.00 0.00 

Herbals and Botanicais Other 
(n = 97) fn = 7) 

95% Cl 95% Cl 
n % Low Hiah n % Low Hiah 

42 47.92 35.28 60.83 2 45.80 12.12 83.82 

42 42.23 30.66 54.71 3 54.20 16.18 87.88 

2 2.42 0.57 9.66 0 0.00 0.00 0.00 

2 7.44 1.39 31.38 0 0.00 0.00 0.00 

(contrnuedl 



Table E-3. Weighted Responses for Section 3: Personnel (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 95% Cl 

n % low High n % Low High 

1. Term of employment 52 63.94 - -a 3 27.23 - -a 

2. _ Year(s) after expiration date 6 7.31 - -a 1 8.93 - -a 

3. _ Year(s) from date of 3 3.21 - -a 2 18.30 - -a 
manufacture 

4. Other 20 25.17 - -a 3 28.09 - -a 

Don’t know 0 0.00 - -a 1 8.93 - -a 

No answer 1 0.38 - -a 1 8.50 - -a 

Mean years after expiration date 6 2.20 - -a 1 1.00 - -a 

Mean years from date of 3 4.18 - -' 2 3.98 - -a 

manufacture 

Herbals and Botanicals 
(n = 97) 

3.7 [If 3.6 is Yes] 
How long are records of personnel 
education, training, or experience 
maintained? 

n % Low High 

31 50.06 - -a 

3 7.09 - -a 

3 12.50 - -a 

14 21.56 - -a 

0 0.00 - -a 

4 8.79 - -a 

3 3.97 - -a 

3 2.86 - -a 

aConfidence interval could not be estimated because there was only one observation (respondent) In a stratum for that question. 

bCould not estimate because there were no respondents for that question. 

Other 
(n = 7) 

95% Cl 

n % Low High 

1 59.18 - -a 

0 0.00 - -a 

0 0.00 - -a 

1 40.82 - -a 

0 0.00 - -a 

0 0.00 - -a 

-b _ - _ 

-b _ - _ 



In 
L Table E-4. Weighted Responses for Section 4: Buildings and Facilities 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 

4.0 Are raw materials, in-process 
materials, or finished products 
handled or stored at this plant or 
site? 

n % - low High 

1. Yes 113 95.84 87.12 98.7< 

2. No (Skip to Section 5) 5 4.16 1.26 12.81 

4.1 What percentage 01 plants are 
classified as owned vs. leased?c 
(Include warehouse facilities located 
al this plant.) 

a. Owned 59 51.18 39.58 62.65 

b. Leased 54 48.82 37.35 60.42 

Owned Facilities 

4.2 Are there written procedures on 
maintenance of the grounds about 
the plant? 

1. Yes 

2. No 

Not applicable 

Don’t know 

No answer 

36 58.27 41.61 73.24 

22 41.04 26.14 57.79 

0 o.qo 0.00 0.00 

1 0.68 0 09 4.79 

0 0.00 0.00 0.00 

Herbals and Botanicais 
I 

Other 
(n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High 

16 100.00 100.00 100.00 91 95.14 89.30 97.87 5 70.88 30.42 93.13 

0 0.00 0.00 0.00 6 4.86 2.13 10.70 2 29.12 6.87 69.58 

9 55.21 30.93 77.23 46 48.85 35.67 62.19 4 83.72 36.26 97.89 

7 44.79 22.77 69.07 45 51.15 37.81 64.33 1 16.28 2.1 1 63.74 

, 

4 44.85' 16.82 76.58 15 38.18 21.40 58.35 2 50.06 10.83 89.22 

5 55.15 23.42 83.18 28 53.43 35.42 70.59 2 49.94 10.78 89.17 

0 0.00 0.00 0.00 1 1.89 0.25 12.85 0 0.00 0.00 0.00 

0 o.co 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 2 6.50 1.42 25.21 0 0.00 0.00 0.00 

(continued) 



Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High n % Low High 

4.3 Are there written procedures on 
general maintenance and sanitation 
of the buildings, fixtures, and other 
physical facilities of the plant? 

1. Yes 49 80.52 64.18 90.51 6 66.49 31.36 89.61 27 65.39 49.58 78.40 2 50.06 10.83 89.22 

2. No 9 18.79 8.94 35.30 3 33.51 10.39 68.64 18 32.72 20.01 48.60 2 49.94 10.78 89.17 

Not applicable 1 0.68 0.09 4.79 0 0.00 0.00 0.00 1 1.89 0.25 12.85 0 0.00 0.00 0.00 

4.4 Are there written procedures on the 
storage and use of cleaning and 
sanitizing materials? 

1. Yes 44 71.83 54.55 84.42 4 44.33 17.17 75.36 24 60.28 44.59 74.12 2 50.06 10.83 89.22 

2. No 14 27.49 15.01 44.87 5 55.67 24.64 82.83 21 37.83 24.20 53.69 2 4g.94 10.78 89.17 

Not applicable 1 0.68 0.09 4.79 0 0.00 0.00 0.00 7 1.89 0.25 12.85 0 0.00 0.00 0.00 
I 

4.5 Are there written procedures on pest 
control? 

1. Yes 47 78.30 61.17 89.20 6 67.54 33.45 89.59 27 63.97 47.84 77.46 2 50.06 

2. No 11 21.02 10.25 38.27 3 32.46 10.41 66.55 18 34.14 20.94 50.36 2 49.94 

Not applicable 1 0.68 0.09 4.79 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 

0.83 89.22 

0.78 89.17 

0.00 0.00 

No answer 0 0.00 0.00 0.001 0 0.00 u.uo o.oo/ I 1.89 0.25 i2.85 0 0.00 0.X G.30 

(conttnued) 
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals 
(n = 118) Extracts (n = 16) (n = 97) 

95% Cl 95% Cl 95% Cl 

n % low High n % low High n % low High 

4.6 Does plant management verify and 
keep records that procedures for 
buildings and facilities maintenance 
are being followed? 

1. Yes 45 78.78 63.12 80.95 6 67.01 32.30 89.64 21 53.13 36.05 69.5C 
2. No (Skip to Section 5) 14 21.22 11.05 36.88 3 32.99 10.36 67.70 24 44.98 28.97 62.1 1 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.89 0.25 12.85 

4.7 [If 4.6 is Yes1 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

1. Yes, for some procedures 20 44.10 26.86 62.90 4 66.15 24.63 92.12 10 37.66 16.91 64.21 

2. Yes, for all procedures 19 39.53 23.38 58.34 1 16.93 1.96 6753 5 22.84 7.90 50.54 

3. No 4 8.29 3.09 20.40 0 0.00 0.00 0.00 3 9.49 2.59 29.23 

No answer 2 8.08 1.64 31.70 1 16.93 1.96 67.53 3 30.01 7.73 68.69 

Leased Facilities 

4.8 What is the remaining term of the 
lease? 

Years (mean response) 49 3.64 - -a 5 1.01 - -a 

Open lease (%) 1 0.79 0.11 5.55 2 27.96 6.95 66.85 

Other 
(n = 7) 

ocw f-l 2.8 ,” L. 

n % Low High 

2 50.06 10.83 89.22 

2 49.94 10.78 89.17 

0 0.00 II -.-_ ilil 0 no 

I 59 iA 
- ^- 
/.Y3 96.06 

^ _^ 40 ,YL :,,q,; -- n- 7 L ‘2 

0 0.00 0.00 0.w 

0 0.00 0.00 0.00 

42 4.39 - -a 1 0.17 - -a 

3 5.18 1.62 15.36 -b - - - 

(continued) 
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Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Vitamins and Minerals Aminos/Proteins/Animai 
(n = 118) Extracts (n = 16) 

95% Cl 95% Cl 

n % low High n % low High 

4.12 For leased facilities, who is 
primarily responsible for general 
maintenance and sanitation of the 
buildings, fixtures, and other 
physical facilities of the plant? 
1. Plant management (lessee) 45 76.73 56.78 89.2. 6 86.02 40.22 98.2 

2. Facility owner (lessor) (Skip to 8 18.46 7.69 38.0' 1 13.98 1.75 59.7' 
question 4.15) 

No answer 1 4.81 0.63 28.81 0 0.00 0.00 0.01 

4.13 [if 4.12 is 1 (lessee)] 
For leased facilities, are there written 
procedures on general maintenance 
and sanitation of the buildings, 
fixtures, and other physical facilities 

- of the plant? 
1. Yes 27 48.54 32.12 65.29 1 14.76 1.90 60.79 

2. No 17 50.77 34.11 67.26 3 48.01 15.89 81.86 

No answer 1 0.69 0.09 4.88 2 37.23 9.47 77.09 

4.14 [If 4.12 is 1 (lesset!l 
For leased facilities, are there wntten 
procedures on the storage and use 
of cleaning and sacitrzing materials! 
1. Yes 26 47.97 29.87 66.62 2 37.23 9.47 77.09 

2. No 17 50.41 31.94 68.76 3 48.01 15.89 81.86 

- No answer 2 1.62 0.39 6.51 1 14.76 1.90 60.79 

(Skip to question 4.17) 

Herbals and Botanicals 
(n = 97) 

95 % Cl 

n % Low High 

33 78.59 63 24 88.6 

12 21.41 11 32 36.7 

0 0.00 0.00 0.01 

19 65.91 44 08 82.54 

11 27.98 13.39 49.35 

3 6.11 1.75 19.2c 

17 51.10 28.66 73.10 

13 42.79 21.82 66.72 

3 6.1 1 1.75 19.20 

Other 
(n = 7) 

95% Cl 

n % Low High- 

0 0.00 0.00 n no 

-b - - - 

-I) - - - 

_b - - - 

_b - - - 

_b - - - 

_b - - - 

(continued) 



Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 95% Cl 

n %  low Higt 

4.15 [If 4.12 IS 2 (lessor)] 
Does plant management verify and 
keep records that the facility owner 
is properly mainta/n,ng the 
bulldmgs, fixtures, and other 
physical facilities of the plant? 

1. Yes 3 57.68 - --a 

2. No 3 12.38 - --a 

Don’t know 0 0.00 - -d 

No answer 2 29.94 - -a 

4.1 6 [If 4.12 is 2 (lessor)] 
Does plant management verify and 
keep records that the cleaning +d 
sanitizing materials used by the 
facility owner are being properly 
stored and used? 

- ._ 

1. Yes 

2. No 

Don’t know 

No answer 

3 57.68 - -a 

3 12.38 - -a 

0 0.00 - -a 

2 29.94 - -a 

n %  low Higt 

0 0.00 - -a 

7 100.00 - -a 

0 0.00 - -a 

0 0.00 - -a 

0 0.00 - -a 

1 100.00 - -a 

0 0.00 - -a 

0 0.00 - -a 

Herbals and Botanicals 
(n = 97) 

95% Cl 

n %  Low High 

3 28.43 - -a 

8 63.14 - -a 

0 0.00 - -a 

1 8.43 - -a 

4 36.50 - -a 

7 55.07 - --a 

0 0.00 - -J 

1 8.43 ~~ -a 

Other 
(n = 7) 

95% Cl 

n %  Low High 

0 0.00 - -J 

1 100.00 - -a 

0 0.00 - -a 

0 0.00 - -a 

- . 

0 0.00 - -a 
1 100.00 - -J 

0 0.00 - -a 

0 000 - -J 

(contrnued) 
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Table E-4. Weighted Responses for Section 4: Buildings and Facllitles (continued) 

Vitamins and Minerals 
I 

1 AminodProteindAnimal 1 Herbais and Botanicais =:hG 
(n = 118) Extracts (n = 16) (n = 97j iii L 7) 

95% ci 95% Cl 957” Cl g_5g Cl 

n % low High n % low High n % low High n % Low High 

4.17 For ieased facilities, who is 
primarily responsible for pesr 
control? I 
1. Plant management (lessee) 45 73.78 54.19 87.00 6 86.02 40.22 98.25 31 74.24 57.86 85.81 0 0.00 0.00 0.00 

2. Facility owner (iessori (Skip to 8 21.41 9.49 41.461 

I 

1 13.98 1.75 59.78 13 24.04 12.97 40.19, 1 100.00 100.00 1 OO.Oci 
question 4.i 9) I 
Not applicable 0 0.00 0.00 0.00 

28.80 I 

0 0.00 0.00 o.ool 1 1.73 0.23 11.89j 0 n ,.LL ?P n _._- r?!? ,, n nn ,,., 

No answer 1 4.81 0.63 0 0.00 0.00 0.001 0 0.00 0.00 0.00) 0 ‘. u.u~ -7 L’,yv2 I\ 1,1% a-* ri i,: a,., 

4.18 [if 4.17 is : ftessee,] I 
For leased facilities, are there written 
procedures on pest control? 
1. Yes 31 71.57 50.67 86.05 3 53.49 17.43 86.24 

2. No 14 28.43 13.95 49.33 3 46.51 13.76 82.57 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

(Skip to question 4.20) 

4.19 [If 4.17 is 2 (lessor11 
Does plant management verify and 
keep records that the facility owner 
is taking proper pest control 
measures? 

1. Yes 2 41.04 - -a 

2. No 6 58.96 - -a 

Don’t know 0 0.00 - -a 

No answer 0 0.00 - -a 

0 0.00 - -a 
1 100.00 - -a 

0 0.00 - -a 

0 0.00 - -a 

I I 

12 42.87 21.91 66 75 -b - - - 
15 48.95 26.64 71.69 -b - - 

4 8.18 2.72 22.13 -b .- - - 

4 30.60 - -a 0 0.00 - -a 

5 36.57 - -a 1 100.00 - -a 

1 7.19 - --a 0 0.00 - -a 

3 25.64 - -a 0 0.00 - -a 

(continued) 



Aminos/Proteins/Animal 
Extracts (n = 16) 

Herbals and Botanicals Other 
(n = 97) (n = 7) 

Table E-4. Weighted Responses for Section 4: Buildings and Facilities (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  , low High n %  Low High n %  Low High n %  low High 

4.20 Does plant management verify and 
keep records that procedures for 
buildings and facilities maintenance 
are being followed? 

1. Yes 31 51.20 36.05 66.13 

2. No (Skip to Section 5) 20 34.37 19.75 52.7C 

Not applicable 0 0.00 0.00 o.oc 

Don’t know 0 0.00 0.00 0.00 

No answer 3 14.43 4.97 35.22 

4.21 [If 4.20 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

1. Yes, for some procedures 16 57.69 38.78 74.58 

2. Yes, for all procedures 5 11.37 4.19 27.35 

3. No 7 22.14 9.37 43.88 

No answer 3 8.80 2.57 26.10 

aconfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question. 

/ 

4 59.34 23.71 87.27 21 48.50 30.10 67.33 0 0.00 0.00 0.00 

3 40.66 12.73 76.29 22 47.96 29.51 66.99 1 100.00 100.00 100.00 

0 0.00 0.00 0.00 1 1.73 0.23 11.89 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 1 1.80 0.24 12.36 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

2 43.86 9.36 85.54 11 43.27 19.93 70.04 -b - - - 

1 32.58 4.52 83.13 6 36.80 13.36 68.74 -b - - - 

1 23.56 2.90 76.06 I 3 16.37 4.41 45.36 -b - - - I 
0 0.00 0.00 0.00 1 3.56 0.44 23.75 -b - - - 

bCould not estimate because there were no respondents for that questron. 

Clf 50% or more of the plant’s facilities are owned, the respondent completed questions 4.2 through 4.7. If 50% or more of the plant’s facilities are leased, the 
respondent completed questions 4.8 through 4.21. 



Table E-5. Weighted Responses for Section 5: Equipment 

5.0 Is equipment at this plant or site 
used to process ravv materials, m- 
process materrals, or finished 
products? 

1. Yes 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High n %  low High 

110 92.92 83.08 97.23 14 85.08 55.60 96.29 85 89.98 82 73 94.40 6 82.42 34.78 97.63 
2. No (Skip to Sec,lon 6) 8 7.08 2.77 16.92 2 14.92 3.71 44.40 12 10.02 5.60 17.27 1 17.58 2.37 65.22 

5 I Are there written procedures on the 
cleaning, sanlturng, and 
maintaining ofecp pment and 
utensils? 

’ 1 Yes 90 75.48 62.98 84.77 10 71.57 43.20 89.29 62 71.69 57 33 82.67 3 50.04 15.82 84.23 
2. No (Skip to questIon 5.4) 20 24.52 15.23 37.02 4 28.43 10.71 56.80 23 28.31 17.33 42.67 3 49.96 15.77 84.18 

5.2 [lf5.1 is Yes] . 
Does plant management verify and 
keep records that these procedures 
are being followed’ 
1, Yes 80 84.90 71.29 92.72 9 90.19 53.60 98.65 49 79.20 64 76 88.75 2 72.01 18.43 96.70 
2. No (Skip to question 5.4) 9 14.37 6.72 28.09 0 0.00 0.00 0.00 12 19.84 10.49 34.32 1 27.99 3.30 al.57 

No answer 1 0.73 0.10 5.10 1 9.81 1.35 46.40 1 0.96 0.13 6.74 0 0.00 0.00 0.00 

(continued) 



Table E4i. Weighted Responses for Section 5: Equipment 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals 
(n = 118) Extracts (n = 16) (n = 97) 

95% Cl 95% Cl 95% Cl 

n %  _ Low High n %  Low High n %  Low High 

5 3 [If 5.2 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 
1. Yes, for some procedures 30 34.67 22.70 48.95 4 44.04 16.86 75.33 22 39.1 1 23.80 56.91 

2. Yes, for all procedures 37 50.16 36.82 63.47 3 34.21 11.19 68.21 18 37.39 21 .20 57.0( 

3. No 13 15.18 8.24 26.28 1 11.40 1.46 52.86 7 10.80 4.83 22.4: 

No answer 0 0.00 0.00 0.00 1 10.35 1.44 47.81 2 12.70 2.42 46.01 

5.4 Does this plant valid&e that 
equipment, Instruments, and 
controls are /nsta//ed correctly? 

1. Yes 67 57.08 45..33 68.08 11 79.27 51.39 93,.26 63 74.18 59.58 84.84 __ 
2 No 38 39.1 1 ‘28.50 50.87 3 20.73 6.74 48.61 20 18.61 11.72 28.26 

No answer 5 3.81 1.53 9.14 0 0.00 0.00 0.00 2 7.21 1.32 31.11 

5.5 Does thus plant validate that 
equipment, instruments, and 
controls are used correctly? 

1. Yes 78 65.59 53.55 75.91 10 71.57 ,43.20 89.29 67 72.45 55.98 84.47 

2. No 28 31.54 21.58 43.55 4 28.43 10.71 56.80 17 21.27 11.29 36.44 

No answer 4 2.87 1.02 7.81 0 0.00 0.00 0.00 1 6.28 0.91 32.93 

Other 
(n = 7) 

95% Cl 

n %  I” Low High 

0 0.00 0.00 0.00 

2 100.00 100.00 100.00 

0 0.00 0 00 0.00 

0 0.00 0.00 0.00 

3 57.36 21.49 86.87 

2 28.63 6.77 68.92 

1 14.00 1.83 58.68 

4 

2 

0 

71.37 31.08 93.23 

28.63 6.77 68.92 

0.00 0.00 0.00 

(continued) 



Table E-5. Weighted Responses for Section 5: Equipment 

Vitamins and Minerals 1 Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% C! 

n %  Low High n %  Low High n %  Low High n %  Low High 

5.6 Does this plant va/&te the 
equipment used in quality control? 
Quality control equipment includes 
automattc, mechanical, electronic, 
and computer equipment, including 
hardware and softw<ire. 
1. Yes 77 65.52 53.07 76.16 9 64.89 37.65 84.98 58 68.03 53.62 79.67 3 57.36 21.49 86 87 
2. No 28 29.18 19.25 41.60 4 28.43 10.71 56.80 21 20.73 13.18 31.06 2 28.63 6.77 68.92 

No answer 5 5.30 1.80 14.57 1 6.68 0.93 35.29) 6 11.23 3.62 29.871 1 14.00 1.83 58.68 



Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n %  Low High 

6.1 Is there a unit or person responsible 
for quality control? 

1 Yes 106 84.50 72.91 91.7t 

2. No (Skip to question 6.4) 8 10.29 4.54 21.6! 

Not applicable (Skip to questton 3 2.96 0.62 12.8: 
6.4) 

No answer 1 2.25 0.31 14.71 

6.2 [If 6.1 is Yes] 
Are there written procedures on the 
responsibilities and procedures 
required of the quality control 
unit/person? 

1. Yes 86 84.39 73.75 91.23 

2. No 15 12.26 6.18 22.87 

No answer 5 3.35 1.26 8.60 

Aminos/Proteins/Animal Herbals and Botanicais Other 
Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 

n %  low High n %  low High n %  Low High 

12 76.10 50.63 90.82 82 86.81 78.38 92.27 5 70.88 30.42 93.13 

4 23.90 9.18 49.37 3 3.44 1.10 10.27 1 11.54 1.53 52.22 

0 0.00 0.00 0.00 6 5.12 2.26 11 17 1 17.58 2.37 65.22 

0 0.00 0.00 0.00 6 4.64 2.02 10.29 0 0.00 0.00 0.00 

9 72.16 40.22 90.90 54 67.43 52.82 79.29 2 41.90 10.00 82.40 

1 8.23 1.07 42.62 25 29.58 18.07 44.44 2 41.81 9.96 82.35 

2 19.61 4.89 53.63 3 2.99 0.94 9.07 1 16.28 2.11 63.74 

(conttnued) 



F N Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 
P 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % - Low High 

6.3’ [If 6.1 is Yes1 
For which of the fo,lowing does the 
quality control unit/person have 
responsibility and authority? 

1, Approvallrejectron of cleaning 
and maintenance procedures 

2. Approval/rejection of 
procedures, specifrcatrons, 
controls, tests, and examinations 
for purity, quality, and 
compositlon 

3 Approval/rejection of raw 
materials 

4. Approval/rejection of packagmg 
materials 

5. Approval/reject on of labeling 

6. Approval/reject on of finished 
dietary product5 

7. Other 

No answer 

75 70.63 58.49 80.41 9 72.16 40.22 90.9( 60 70.62 56.10 81.E 

88 86.60 77.24 92.4f 10 80.39 46.37 95.1 1 73 91.11 83 27 95.4; 

88 81.59 69.79 89.4i 11 88.62 50.54 98.34 

83 73.37 60.77 83.04 11 88.62 50.54 98.34 

82 76.21 64.37 85.03 11 91.77 57.38 98.93 

92 86.42 75.92 92.77 11 91.77 57.38 98.93 

6 3.69 156 8.47 0 0.00 0.00 0.00 
7 5.41 2.44 11.56 0 0.00 0.00 0.00 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n % Low High n % low High 

Herbals and Botanicals 
(n = 97) 

95% Cl 

74 82.17 62.39 92.76 

66 75.29 60.45 85.86 

66 76.84 62 16 87.01 

67 83.67 73.04 90.65 

3 3 04 0 99 8.93 
2 1 .98 0.48 7.83 

Other 
(n = 7) 

95 % Cl 

n % Low High 

75.20 24.16 96.65 

82.99 35.04 97 78 

82.99 35.04 97 78 

100.00 100.00 100 011 

58.92 1805 9&i! 

83 72 .16,2b 97.89 

24.80 1.35 75.84 

0.00 0.00 0 uti 

(contrnued) 



Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 95% Cl 

Herbals and Botanicals 
(n = 97) 

9.5% Cl 

Other 
(n = 7) 

95% Cl 

n %  low High n %  low High n %  Low High n %  low High 

6.4 Does this plant requrre suppliers to 
provide a Certificate of Analysrs? 

1. Yes, from some supplrers 22 17.67 10.39 28.42 5 29.58 12.82 54.55 44 41.91 30.04 54.80 2 29.12 6.87 69.58 

2. Yes, from all suppliers 83 70.67 58.93 80.19 9 55.49 31.66 77.04 30 33.66 22.90 46.42 3 41.76 13.14 77.26 

3. No, do not CofA from requrre 3 2.94 0.61 12.90 1 6.26 0.83 34.72 13 10.89 6.14 18.57 0 0.00 0.00 0.00 
any suppliers (Skip to 
question 6.7) 

4. Do not receive ingredients (Skip 7 5.27 1.95 13.43 0 0.00 0.00 0.00 2 6.93 1.38 28.32 1 11.54 1.53 52.22 
to question 6.7) 
Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 1.72 0.42 6.80 0 0.00 0.00 0.00 

No answer 3 3.46 0.84 13.08 1 8.66 1.25 41.58 6 4.90 2.14 10.80 1 17.58 2.37 65.22 

6.5 [If 6.4 is Yes] 
Does this plant verify the reliability 
of the suppliers’ Certificate of 
Analysis? 
1. Yes 78 76.87 65.09 85.55 10 72.25 44.68 89.35 50 73.11 61.11 82.47 3 66.70 25.15 92.28 

2. No (Skip to question 6.7) 26 22.85 14.20 34.65 4 27.75 10.65 55.32 23 26.07 16.89 37.97 2 33.30 7.72 74.85 

No answer 7 0.28 0.04 1.98 0 0.00 0.00 0.00 1 0.82 0.11 5.74 0 0.00 0.00 0.00 

(continued) 



Herbals and Botanicals 
(n = 97) 

95% Cl 

n %  Low High 

r? 
B 

Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals AminrNProteinslAnimal 
(n = 118) Extracts (n = 16) 

95% Cl 95% Cl 

n %  low High n %  low High 

6.6* [If 6.5 is Yes1 
How is reliability oi the suppliers’ 
Certificate of Analysis verified? 

1. Conduct on-site revtew of 39 44.79 31.51 58.8! 3 30.09 9.46 63.95 
suppliers’ operations 

2 Perform tests In-house to confirm 46 54.50 40.61 67.7: 7 69.91 36.05 90.54 
results 

3. Use off-site lab(;ratory to conflrm 52 66.75 52.52 78.4, 7 70.84 38.04 90.58 
results 

4. Require suppliers to conduct 32 46.77 33.45 60.5: 2 20.37 4.88 56.07 
tests as part of supply 
specifications 

5. Standard reference materials 32 38.43 25.81 52.81 2 20.37 4.88 56.07 

6. Other 5 5.09 1.66 14.55 0 0.00 0.00 0.00 

No answer 1 1.28 0.17 0.77 0 0.00 0.00 0.00 

6.7* Does this plant conduct tests on any 
raw materials? 

1 Yes, in-house 67 53.90 42.55 64.86 10 61.18 36.12 81.461 

2. Yes, off-site 68 56.91 45.32 67.80 4 24.47 9.29 50.63’ 

3 No (Skrp to question 6.14) 16 13.26 7.01 23.67 2 11.95 3.15 36.18 

Not applicable ,Sktp to question 2 2.59 0.45 13.57 1 8.66 1.25 41.581 
6.14) 

No answer 2 3.12 0.67 13.41 1 6.26 0.83 34.72 

18 39.07 22.89 58.0( 

26 55.00 36.92 71.8: 

37 70.99 51.10 85.14 

19 42.87 25.47 62.23 

19 30.46 18.01 46.63 

1 a.45 1.22 40.92 

2 3.04 0.74 11.67 

53 52.06 39 36 64.50 

45 43.31 31.23 56.23 

16 19.35 10.27 33.47 

4 3.40 1.25 8.90 

6 4.67 2.04 10.37 

Other 
(n = 7) 

95% Cl 

n %  Low High 

2 62.82 11.47 95.66 

0 0.00 0.00 0.00 

3 100.00 100.00 100.00 

1 37.18 4.34 88.5-1 

1 25.64 3.14 78 58 

0 0.00 0.00 0.00 

0 0 00 0.00 0.00 

3 46.70 15.70 80.47 

3 41.24 i 2.85 76 97 

2 23.60 5.67 61 38 

0 0.00 0.00 0.00 

1 17.58 2.37 65.22 

(continued) 



Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

6.8 [If 6.7 is Yes] 
What percentage of raw materials 
are sampled and tested? (Prwde 
average for all raw materials.) 

% of lots (mean response) 

6.9* [If 6.7 is Yes] 
Which of the following testing 
techniques are used to confirm 
rdentrty of rngredients for raw 
materials? 

1. Physical 

2. Chemical 

3. Microbiological 

4. Visual (macroscopic or 

microscopic) 
5. Organoleptic 

6. No tests are conducted to 

confirm identity of Ingredients 
7. Other 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % low High n % low High 

98 68.52 58.25 78.80 12 77.81 61.56 94.06 65 64.04 51.27 76.82 3 36.66 O.OOb 80.08 

88 89.36 78.48 95.08 10 83.27 51.35 95.91 56 71.74 52.91 85.15 2 59.76 17.66 91.14 

81 85.47 75.03 92.01 9 75.49 45.09 92.04 30 46.91 32.58 61.77 2 50.50 11.47 88.93 

55 59.86 47.27 71.27 5 42.03 18.21 70.24 28 49.81 35.67 63.98 2 40.24 8.86 82.34 

66 69.91 58.15 79.52 9 75.10 43.88 92.08 57 77.67 60.08 88.93 2 49.50 11.07 88.53 

52 49.33 36.94 61.79 3 24.90 7.92 56.12 42 57.78 42.53 71.67 1 29.88 3.92 81.64 

1 2.78 0.37 17.84 0 0.00 0.00 0.00 1 1.22 0.17 8.28 0 0.00 0.00 0.00 

6 5.48 1.76 15.77 1 7.78 1.08 39.36 6 6.74 2.86 15.09 0 0.00 0.00 0.00 

No ansLver 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.85 0.12 5.98 0 0.00 0.00 0 00 

(continued) 



Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals Aminos/Proteins/Animai Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  low High n %  Low High 

6.10* [If 6.7 is Yes] 
Which of the follow. ing testing 
techniques are useo for detecting 
contamination of raw materials? 

1 Physical 

2. Chemical 

3. MicrobiologIcal 

4. Visual (macroscopic or 
microscopic) 

5. Organoleptic 

6. NO tests are conducted to detect 
contamlnatlon 

7. Other 

69 71.14 59.13 

57 58.33 45.63 

74 71.89 58.67 

70 73 56 61.75 

39 39.47 27.83 

3 3.97 0.91 

3 1.32 0.44 3.91 1 7.78 1 08 39.36 2 2.37 0.57 

1 1.07 0.15 7.38 0 0.00 0.00 0.00 1 0.85 0.12 

80.78 10 83.66 

70.01 7 59.15 

82.16 8 67.32 

82.74 8 67.32 

52.43 1 7.78 

15.71 0 0.00 

51.83 

31.25 

37.65 

37.65 

1.08 

0.00 

96.06 43 51.97 37.20 

82.19 26 39.57 25.86 

87.54 43 68.88 56.60 

87.54 55 74.75 57.62 

39.36 39 54.87 39.93 

0.00 0 0.00 0.00 

No answer 

6.1 1 [If 6.7 IS Yes] 
Does this plant conduct chemical 
tests to determine potency of raw 
materials! 
1. Yes 71 72.17 59.45 82.10 8 67.72 38.99 87.32 

2 No 26 26.76 16.99 39.47 4 32.28 12.68 61.01 

No answer 1 1.07 0.15 7.38 0 0.00 0.00 o.oc 

66.41 3 80.38 29.77 

55.15 1 20.61 2.61 

78.98 3 70.12 18.36 

86.57 2 49.50 11.07 

68.98 1 20.61 2 61 

0.00 0 0.00 0.00 

9.31 0 0.00 0.00 

5.98 0 0.00 0.00 

97.54 

71.53 

96.08 

88.53 

71 .sj 

0.00 

0.00 

0.00 

29 38.41 25.94 52.61 1 29.88 3 92 81.64 

39 51.80 37.23 66.07 3 70.12 1836 9608 
3 9.79 2.12 35.29 0 0 00 0 00 0 00 

(continued; 
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

6.12 [If 6.7 is Yes] 
For the most recent fiscal year, 
approxrmately what percentage of 
raw materials was rejected because 
of the wrong identity, 
contamination, or potency? 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % low High n % Low High n % Low High n % Low High 

% of lots (mean response) 98 3.08 1.79 4.37 12 1.52 O.OOb 3.1; 66 4.30 2.39 6.21 4 0.21 O.Oob 0.58 

6.13 [if 6.12 > 0] 
What was the reason(s) for the 
rejection? (mean response in %) 

1. Microbial contamrnation 

2. Pesticide, herbicrde, fungicide 
contamination 

3. Other chemical contamrnation 

4. Wrong ingredient 

5. Subpotency 

6. Superpotency 

7. Aflatoxrn or other toxin 

8. Other 

65 

65 

65 

65 

65 

65 

65 

65 

34.76 24.37 45.15 

0.84 O.OOb 1.85 

4.94 1.03 

14.03 7.60 

23.1 1 13.26 

1.52 0.06 

0.85 O.Oob 

19.93 12.23 

8.85 

20.47 

32.96 

2.98 

2.30 

27.64 

7 47.77 11.42 84.11 

7 7.24 O.OOb 21.1 1 

7 14.48 O.OOb 42.2 1 

7 0.00 0.00 0.00 

7 30.52 2.1 1 58.92 

7 0.00 . 0.00 0.00 

7 0.00 0.00 0.00 

7 0.00 0.00 0.00 

48 

48 

20.78 10.31 31.26 

3.13 0.33 5.94 

1 100.00 100.00 100.00 

1 0.00 0.00 0.00 

48 1.16 O.OOb 2.65 1 0.00 0.00 0.00 

48 25.13 13.71 36.57 1 0.00 0.00 0.00 

48 25.86 15.84 35.88 1 0.00 0.00 0.00 

48 2.14 O.OOb 5.64 1 0.00 0.00 0.00 

48 1.16 O.OOb 2.68 1 0.00 0.00 0.00 

48 20.62 8.38 32.86 1 0.00 0.00 0.00 

(continued) 



r? k! Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % low High 

6.14 Does this plant conduct tests on 
any m-process materials and/or 
finished products? 

1. Yes 92 75.01 63.15 84.0; 

2. No (Skip to question 6.2 1) 22 19.81 11.87 31.2C 

Not applicable <Skip to 3 2.92 0.61 12.91 
question 6.2 1) 

No answer 1 2.25 0.31 14.71 

6.15 [If 6.14 is Yes] 
What percentage of in-process 
materials and/or finished products 
are sampled and tested? 

In-process materials: % of batches 91 55.38 43.74 67.02 
(mean response, 

Finished products: % of batches 91 64.52 53.18 75.85 
(mean response! 

Aminos/Proteins/Animal Herbals and Botanicals Other 
Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 

n % low High n % Low High 

12 75.82 49.43 90.96 54 54.06 41.20 66.4( 4 58.82 23.07 87.19 

4 24.18 9.04 50.57 32 36.33 24.43 SO.17 2 23.60 5.67 61.38 

0 0.00 0.00 0.00 6 5.52 2.40 12.15 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 5 4.09 1.67 9.6& 1 17.58 2.37 65 32 

12 58.30 34.93 81.67 52 60.06 45.21 74.91 

12 86.95 69.90 100.00’ 52 66.02 52.70 79.33 

95% Cl 

n % low High 

4 73.11 28.75 117.46 

4 43.22 O.OOb 87.63 

(continued) 



- Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High n %  low High 

6.1 6* [If 6.14 IS Yes] 
Which of the following testing 
techniques are used to confirm 
identity of ingredients for In-process 

I 

materials and/or frnrshed products? 

1. Physical 70 80.95 71.76 87.67 9 75.60 44.41 92.32 36 60.90 43.47 75.93 2 59.76 17.68 91.13 

2. Chemrcal 65 72.29 59.13 82.47 9 72.44 40.75 90.94 22 45.06 30.23 GO.82 1 20.61 2.61 71.54 

3. Microbiological 34 39.51 27.59 52.82 6 48.42 22.47 75.25 18 38.63 23.80 55.92 2 40.24 8.87 82.32 

4. Visual (macroscopic or 58 62.92 49.63 74.51 7 59.84 31.08 83.12 38 68.78 53.32 80.95 3 70.12 18.26 96.10 
microscopic) 

5. Organoleptic 40 45.30 32.69 58.54 2 19.68 4.89 53.88 32 59.17 43.47 73.21 2 50.50 11.40 88.99 

6. No tests are conducted to 1 0.33 0.05 2.33 1 7.88 1.08 40.03 2 3.19 0.77 12.22 0 0.00 0.00 0.00 
confirm identity of ingredients 

7. Other 8 7.18 2.70 17.71 0 0.00 0.00 0.00 3 5.55 1.68 16.78 1 29.88 3.90 81.74 

No answer 1 1.16 0.16 7.95 0 0.00 0.00 0.00 3 7.15 2.03 22.25 0 0.00 0.00 0.00 

(continued) 



m 
G Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 95% Cl 

n % Low High n % low High 

6.17* [If 6.14 is Yes] 
Which of the follo\wrng testing 
techniques are uselI for detecting 
contammal~on of in-process 
materials and/or finished products? 

I. Physrcal 

2. Chemical 

3. Microblologrca. 

4. Visual (macroscopic or 
macroscopic) 

5. Organoleptic 

6. No tests are conducted to detect 
contamination 

7. Other 

No answer 

51 57.48 44.78 69.27 

42 45.27 32.82 58.34 

66 74.12 61.60 83.65 

51 59.71 46.59 71.57 

31 37.18 25.37 50.75 

4 3.60 1 29 9.66 

0 0.00 0.00 0.00 

1 1.16 0.16 7.95~ 

6.18 [If 6.14 is Yes] 
Does thus plant conduct chemical 
tests to determine potency of in- 
process materials and/or finrshed 
products? 

1 Yes 

2. No 

68 78.14 65.95 86.83 

23 20.70 12.24 32.82 

8 65.32 37.76 85.39 27 53.17 37 69 68.06 2 50.50 1 I 40 88 99 

4 34.68 14.61 62.24 24 39.69 26.23 54.91 2 49.50 II 01 88.60 
No answer 1 1.16 0.16 7.95 0 0.00 0.00 0.001 3 7.15 2.03 22.251 0 0 00 0.00 0.00 

(contrnued) 

67.72 38.28 87.65 

56.68 28.62 81.02 

48.42 22.47 75.25 

59.84 31.08 83.12 

1 1.42 1.65 49.72 

0.26 1.07 42.03 

0.00 0.00 0.00 

0.00 0.00 0.00 I- 

Herbals and Botanicals Other 
(n = 97) (n = 7) 

95% Cl 95% Cl 

n % low High n % Low High 

33 55 43 39.02 70.74 2 59.76 17 68 91.13 

18 29.28 1783 44.14 2 50.50 11.40 88 99 

32 63.42 48.94 75.83 2 40.24 8.87 82.32 

37 69.57 54.41 81 41 3 70.12 18.26 96.10 

‘30 56.34 40.56 70.92 0 0.00 0.00 0.00 

2 3 19 077 12.22 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

4 8.77 2.94 23.37 0 0.00 0.00 0.00 



< 

* l 
Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals 
(n = 118) Extracts (n = 16) (n = 97) 

95% Cl 95% Cl 95% Cl 
n % low High n % Low High n % Low High 

6.19 [If 6.14 is Yes] 
For the most recent fiscal year, 
approximately what percentage of 
in-process materials and/or finished 
products was rejected because of 
the wrong identity, contamination, 
or potency? 

In-process materials: % of 71 1.57 0.54 2 
batches (mean response) 

Finished products: % of batches 77 3.81 0.77 6 

9 13.8gd O.OOb 35.27 41 1.37 0.78 1.9: 4 0.50 o.oob 1.03 

12 9.82d O.OOb 25.72 46 3.23 O.OOb 6.71 3 0.29 O.OOb 0.80 
(mean response) 

6.20 [If 6.19 > 0] 
What was the reason(s) for the 
rejection? 

In-Process Materials (mean 
responses in %) 

1. Microbial contamination 
2. Pesticide, herbicide, fungicide 

contamination 

3. Other chemical contamination 

4. Wrong ingredient 
5. Subpotency 

6. Superpotency 
7. Formulation with missing 

ingredient 
8. Aflatoxin or other toxin 

34 

34 

34 

34 

34 

34 

34 

34 

9. Other 34 36.50 20.57 52.431 

13.72 O.OOb 28.58 

0.08 O.OOb 0.23 

5.11 O.OOb 10.98 

13.67 1.14 26.20 
18.16 9.29 27.03 

4.03 0.79 7.28 

8.74 2.54 14.93 

0.00 0.00 0.00 

5 38.24 5.21 71.28 

5 0.00 '0.00 0.00 

5 36.67 'O.OOb 80.54 

5 1.85 o.oob 4.9h 

5 4.63 O.OOb 12.41 

5 0.00 0.00 0.00 

5 4.72 O.OOb 10.88 

5 0.00 0.00 0.00 

5 13.89 O.OOb 33.78 

23 

23 

23 

23 

23 

23 

23 

23 

23 

35.70 5.92 65.49 

0.00 0.00 0.00 

0.27 O.OOb 0.80 

12.07 0.06 24 08 

24.64 6.27 43 02 

0.72 O.OOb 2.18 

10.44 O.OOb 21.78 

1.80 O.OOb 5.45 

14.35 O.Oob 29.11 

Other 
(n = 7) 

95% Cl 
n % Low High 

2 40.82 O.OOb 100.OOc 

2 0.00 0.00 0.00 

2 0.00 0.00 0.00 

2 0.00 0.00 0.00 

2 59.18 O.OOb 100.OOc 

2 0.00 0.00 0.00 

2 0.00 0.00 0.00 

2 0.00 0.00 0.00 

2 0.00 0.00 0.00 

(continued) 



m 
c Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95%CI I 95% Cl 
I 

n % Low High n % Low High 
I 

6.20 (continued) 

Finished Products !mean responses 
in %) 

1, Microbial contamination 

2. Pesticide, herbicide, fungicide 
contamination 

3. Other chemicai contamination 

4. Wrong ingredient 

5. Subpotency 

6. Superpotency 

7. Formulation WI h missing 
~ngredlent 

8 Aflatoxin or other toxin 

47 10.26 2.65 17.88 

47 0.25 0.006 0.75 

47 3.48 O.Oob 7.32 6 14.62 O.OOb 42.46 24 

47 13.57 4.55 22.60 6 19.75 O.OOb 47.65 24 

47 21.99 10.08 33.90 6 9.38 O.OOb 26.44 24 

47 5.15 0.72 9.57 6 0.00 0.00 0.00 24 

47 2.74 0.24 5.24 6 8.08 0.96 15.20 24 

47 0.00 0.00 0.00 6 0.00 0.00 0.00 

42.56 28.22 56.89 6 20.35 O.OOb 46.18 

6 27.82 

6 0.00 

O.OOb 57.31 

0.00 o.oc 

9. Other 47 

Herbals and Botanicals Other 
(II = 97) (n = 7) 

95% Cl 95% Cl 

n % Low High n % Low High 

24 

24 

24 

24 

41.94 18.12 65.76 1 0.00 

0.79 O.OOb 2.40 I 0.00 

1.03 O.OOb 2.72 1 0.00 

4.61 O.OOb 10.45 1 100.00 

32.23 9.79 54.67 1 0.00 

0.00 0.00 0.00 1 0.00 

0.00 0.00 0.00 I 0.00 

0 00 0.00 0.00 1 0.00 0.00 0.00 

19.40 2.86 35.93 1 0.00 0.00 0.00 

0.00 0.00 

0.00 0.00 

0.00 0.00 

100.00 1m 00 

0.00 0 00 

0.00 0.00 

0.00 0.00 

(continued) 



Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n %  Low High 

6.2 1* Which of the following testing 
methods are generally used for 
testing of raw matergals, in-process 
materials, or finished products? 

1. Association of Analytical 56 45.23 34.12 56.8: 
Chemists (AOAC) 

2. U.S. Pharmacopeia (USP) 78 69.57 58.15 79.OC 

3. Food Chemical CODEX (FCC) 43 38.97 28.31 50.7: 

4. American Chemical Society 20 15.22 8.93 24.73 
(KS) 

5. In-house methods 67 53.92 42.30 65.12 

6 Other 18 12.16 6.78 20.85 

7. No testing conducted 10 8.73 3.89 18.46 
(Skip to question 6.24) 

Don’t know 1 1.86 0.26 12.07 

No answer 2 2.59 - -e 

6.22 [If 6.2 is l-61 
Does your testing policy specify the 
use of standard reference materials? 

1 Yes 82 69.02 56.29 79.40 

2. No (Skip to question 6.24) 17 20.01 11.56 32.38 

Don’t know 2 0.77 0.19 3.07 

No answer 7 10.20 4.40 21.87 

1 Aminos/Proteins/Animal 
I 

Herbals and Botanicals 
Extracts (n = 16) (n = 97) 

95% Cl 95% Cl 

n %  Low High n %  Low Hi@ 

9 55.21 30.95 77.22 30 33.07 22.33 45.9 3 41.24 12.85 76.97 

10 61.18 36.12 81.46 24 21.86 14.09 32.31 1 17.58 2.37 65.22 

9 55.49 31.66 77.04 8 10.06 4.75 20.0’ 1 17.58 2.37 65.22 

3 18.79 6.12 45.06 5 5.32 1.96 13.6: 0 0.00 0.00 0.00 

10 63.58 38.22 83.12 42 40.55 29.06 53.11 1 17.58 2.37 65.22 

3 17.64 5.69 43.18 29 35.46 23.46 49.6; 2 23.67 5.68 61.47 

1 5.97 0.82 32.74 16 18.81 9.83 32.95 1 11.54 1.53 52.22 

0 0.00 0.00 0.00 0 0.00 0.00 O.O( 0 0.00 0.00 0.00 

0 0.00 - -e 7 6.21 - -e 2 29.64 - -e 

8 52.36 28.04 75.61 44 53.10 39.52 66.23 2 33.58 7.88 74.92 

6 40.98 19.62 66.39 27 35.26 23.02 49.79 2 33.50 7.85 74.87 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

1 6.66 0.88 36.48 10 11.64 5.88 21.76 2 32.92 7.64 74.45 

(continued) 



In 
G  Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n %  - Low High 

6.23* [If 6.22 is Yes1 
What is the source of the standard 
reference materials! 

I, Compendia1 reference standard 64 83.30 71.50 90.8 

2. In-house primary reference 39 50.20 36.39 63.9' 
materials 

3. In-house working reference 42 46.39 33.33 59.91 
materials 

4 Other 10 7.97 4.10 14.9, 

No answer 1 3.57 0.47 22.4: 

6.24 Does your plant hold 
representative reserve samples of 

each batch manufactured? 

1. Yes 95 77.41 65.74 85.95 

2. No (Skip to question 6.26) 14 14.35 7.57 25.53 

Not applicable ,Sklp to questjon 3 2.92 0.61 12.91 
6.26) 

No answer 6 5.32 1.94 13.75 

Aminos/Proteins/Animal 
I 

Herbals and Botanicals 
Extracts (n = 16) (n = 97) 

6 75.73 

4 49.12 

4 49.12 

0 0 00 

0 0.00 

3 

1 

7.50 94.19 18 47.12 30.29 64.64 1 5918 811 95.97 

8.96 79.93 29 57.13 3892 73.59 1 59.18 a.11 95.97 

8‘96 79.93 24 49.48 32.00 67.09 1 59.18 a.11 9597 

0.00 0.00 2 4.07 1 01 14.97 0 0.00 0 00 0.00 

0.00 0.00 2 7.01 1.54 26.62 1 40.82 4.03 91.89 

13 82.08 55.92 94.30 68 70.15 56.97 80.66 3 41.76 13.14 77.26 

3 17.92 5.70 44.08 18 20.24 11.06 34.12 3 40.66 12.63 76.46 

Other 
ln = 7) 

95% Cl 

n %  Low High 

0 

0 

0.00 0.00 0.00 5 4.68 188 11.20 0 0.00 0.00 0.00 

0.00 0.00 0.00 6 4.93 2.17 10.84 1 17.58 2.37 65.22 

(continued) 
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Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

l 

Vitamins and Minerals 
(n = 118) 

Aminos/Proteins/Animal 
Extracts (n = 16) 

Herbals and Botanicals 

95% Cl 95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High n % Low High 

6.25 [If 6.24 is Yes] 
How long do you hold 
representative reserve samples? 

1. year(s) after date 42 45.76 33.29 58.79 2 14.56 3.50 44.45 19 22.84 14.00 - expiration 

2. year(s) from date of 42 42.3 30.34 55.24 8 62.55 34.82 83.93 36 59.47 45.16 __ 
manufacture 

34.98 2 70.97 17.69 96.53 

72.33 1 29.03 3.47 82.31 

3 Other 9 7.9 3.24 18.01 2 15.26 3.70 45.74 10 13.48 6.81 24.93 

Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.83 0.25 12.19 

No answer 2 4.03 0.85 17.06 1 7.63 1.00 40.41 2 2.40 0.59 9.28 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

Mean after expiration years date 42 1.99 1.40 2.59 2 3.86 O.OOb 8.09 19 1.98 1.52 2.44 2 4.66 O.OOb 10.81 

- I *Mean from date of 42 , years 4.52 3.81 5.22 8 3.70 2.44 $4.96 36 4.04, 3.40 4.68 1 6.00 6.00 6.00 

manufacture 

6.26 Are there written procedures for 
laboratory operations? 

1. Yes 

2. No (Skip to question 6.3 1) 

3. Do not have laboratory 

operations (Skip to Section 7) 

Don’t know 

No answer 

71 52.67 41.69 63.41 9 54.92 30.74 76.90 40 42.70 30.98 55.29 2 29.70 7.11 69.99 

11 11.66 5.70 22.35 3 17.92 5.70 44.08 17 14.11 8.67 22.14 0 0.00 0.00 0.00 

31 31.28 21.42 43.19 3 20.90 6.80 48.90 34 37.82 25.83 51.51 4 52.72 19.26 83.91 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 I 1.28 0.18 8.71 0 0.00 0.00 0.00 

5 4.39 1.38 13.04 1 6.26 0.83 34.72 5 4.09 1.67 9.68 1 17.58 2.37 65.22 

(continued) 



Table E-6. Weighted Responses for Section 6: Quality Control and Laboratory Operations (continued) 

Extracts (n = 16) 

6.27 Ilf 6.26 is Yes1 
Does plant management verify and 
keep records that these procedures 
are being followed? 

1. Yes 100.00 100.00 100.00 

ocedures are not 

1, Yes, for some p:-ocedures 55.99 21.28 85.69 

2. Yes, for all procedures 

3. No 

(contInuedi 
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Table E-6. Weighkd Responses for Section 6: Quality Control and Laboratory Operations (continued) 

1. date 10.35 1.45 47.51 8.09 95.98 _ year(s) after expiration 

2. _ year(s) from date of 
manufacture 

3. Other 4.02 91.91 

ears from date of 4.74 3.87 

6.31 [If 6.26 is 1 or 21 _ 
Does this plant verrfy’and keep 

l ,  

records that laboratory equipment IS 
calibrated correctly? 

1. Yes 68 77.90 63.53 87.70 9 75.40 44.43 92.15 

2. No 11 19.66 10.37 34.09 2 16.01 4.07 46.11 

Don’t know 1 0.52 0.07 3.65 0 0.00 0.00 0.00 

No answer 2 1.93 0.42 a.33 1 8.60 1.11 44.15 

38 68.35 53.75 80.05 

19 31.65 19.95 46.25 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

2 100.00 100.00 100.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

aConfidence interval could not be estimated because there was only one observation (respondent) in a stratum for that question 

bEstimated confidence interval for lower bound was less than zero so we truncated the interval 

CEstimated confidence interval for upper bound was greater than 100 so we truncated the interval. 

dOne respondent in thr aminos/proteins/animal extracts category entered 100% for question.6.19 for both inlprocess materials and finished products. The means 
excluding this respor,se are 2.94 for in-process materials and 1.70 for finished products. (This respondent did not answer question 6.20.) 

econfidence interval cc uld not be estimated because of matrix conformability error. 

fCould not estimate because there were no respondents for that question. 

*Total may sum to grearer than 100% because respondents could select more than one answer. 



l 
Table E-7. Weighted Responses for Section 7: Production and Process Controls 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 7 6) 

95% Cl 95% Cl 

n % Low High n % Low Hiah 

7.1 Are there written procedures for 
receipt of dietary supplement 
mgredren ts? 

1. Yes 88 74.37 62.79 83.30 8 49.23 26.41 72.31 

2. No (Skip to question 7.6) 11 10.40 4.85 20.91 4 23.61 8.96 49.2! 

3. Do not receive dietary 16 11.78 6.21 21.19 3 18.50 5.87 45.2! 
supplement ingredrents (Skip to 
question 7.6) 

No answer 3 3.46 0.84 13.08 1 8.66 1.25 41.5f 

7.2 [If 7.1 is Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed? 

. 
1.. Yes 75 83.56 70.39 91.57 8 100.00 100.00 ~00.00 

2. No (Skip to question 7.4) 13 16.44 8.43 29.61 0 0.00 0.00 0.00 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

7.3 [If 7.2 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

i Yes, for some procedures 34 43.79 30.:0 58.50 3 36.99 11.60 72.42 

2. Yes, for all procedures 31 43.78 30.25 58.30 4 50.29 19.12 81.24 

3. No 10 12.43 6.24 23.22 1 12.72 1.57 57.05 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

Herbals and Botanicals 
(n = 97) 

9.5% Cl 

n % Low High 

55 60.31 47.41 71.9; 1 17.58 2.37 65.22 

20 16.11 10.10 24.7( 2 29.12 6.87 69.58 

17 19.53 10.46 33.51 3 35.73 11.21 70.99 

5 4.06 1.64 9.6E 1 17.58 2.37 65.22 

46 82.82 67.98 91.63 

8 13.56 6.30 26.80 

1 3.62 0.50 21.78 

23 4!.39 &.,.&I 7c 77 59.60 ! ioo.oo !OO.OO 100 00 

12 27.56 13.31 48.52 0 0.00 0.00 0.00 

10 19.74 9.64 36.20 0 0.00 0.00 0.00 

1 11.31 1.70 48.49 0 0.00 0.00 0.00 

Other 
(n = 7) 

95% Cl 

n % Low High 

. 
1 100.00 100.00 100.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

(continued) 
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 9.5% Cl 

n % low High tl % low High 

Herbals and Botanicals 
(n = 97) 

95 % Cl 

n % Low High 

7.4* [If 7.1 IS Yes] 
Do your wntten procedures for 
receipt of dietary supplement 
ingredients include any of the 
following? 

1, Written acceptance criteria for 
dietary supplement ingredients 
developed by a competent 
indrvidual 

2. Certificate of Analysis 
specifications 

3. Representative sample and 
authenticated plant reference 
held in an environmentally 
appropriate repository for each 
receiving and productlon 
lot/batch 

4. Records linking the Certificate of 
Analysis to the identity of the 
unprocessed raw material and to 
the frnished product 

5. Records to trace and verify 
compliance wIti1 laws on harvest 
of wildcrafted botanlcals 

6. Audit records concerning the 
reliability of supplier Certificate 
of Analysis 

7 Records for souice of anlmal 
derived materials or products 

70 73.47 59.38 83.95 

84 97.55 92.68 99.21 

55 60.59 46.85 72.85 

70 81.39 69.11 89.52 

5 7.65 2.59 20.52 

30 37.73 26.01 51.09 

17 21.31 12.24 34.44 

07.07 47.89 98.2 38 72.61 57.42 83.9( 

75.15 36.88 93.9( 42 80.14 66.46 89 15 

36.99 11.71 72.21 26 50.76 34 23 67.12 

37.57 11.99 72.6; 40 76.93 62.50 86.97 

0.00 0.00 o.oc 

50.29 19.29 81.07 

61 84 26.97 87.67 

14 19.15 17.07 31.06 

14 27.53 14.45 46.06 

1 7.74 1.11 38.63 

Other 
In = 71 

95% Cl 
n % Low High 

0 

1 

1 

1 

0 

1 

0 

0.00 0.00 0 00 

1 oo.uo 100.00 100 uu 

100.00 10000 10000 

100.00 100.00 100.00 

0.00 0 00 (1 00 

100.00 100.00 100.00 

0.00 0.00 0.00 

(continued) 



Table E-7. Weighted Responses for Section I: Production and Process Controls (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 

n %  low High n %  low High 

7.4 [Continued] 

8. Records for fish and fishery 1 0.47 0.07 3.35 1 12.13 1.72 52.1 

demonstrating that FDA fish and 
fishery products HACCP 
regulations are followed 

9. Records for raw materials to 50 53.75 40.46 66.52 3 36.99 11.71 72.2( 
assure segregation of raw, in- 
process, and finished product 
and protection against 
adulteration 

1 2.12 0.28 14.1 0 0.00 0.00 0.00 

26 52.41 35.85 68.4 0 0.00 0.00 0.00 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 O.O( 1 3.62 0.50 21.71 0 0.00 0.00 0.00 

7.5 [If 7.1 is Yes] 
How long are records on receipt of 
dietary supplement ingredients 
retained? 

1. year(s) after expiration 28 32.25 21.26 45.64 2 24.27 5.82 62.46 - 
date 

2. year(s) from date of 33 34.45 23.19 47.78 5 63.01 27.80 88.29 - 
manufacture 

3. Other 25 29.10 18.44 42.70 1 12.72 1.60 56.59 

Don’t know 1 3.03 0.41 19.30 0 0.00 0.00 0.00 

No answer 1 1.17 0.16 8.04 0 0.00 0.00 0.00 

Mean years after expiration date 28 2.36 - -a 2 2.90 - -a 

Mean years from date of 33 4.32 - -a 5 5.00 - -a 

manufacture 

95% Cl 

n %  low High n %  low High 

15 21.35 12.17 34.7; 1 100.00 100.00 100.00 

25 55.94 40.33 70.4t 0 0.00 0.00 0.00 

11 14.91 8.04 25.95 0 0.00 0.00 0.00 

1 1.39 0.19 9.61 0 0.00 0.00 0.00 

3 6.41 1.79 20.4C 0 0.00 0.00 0.00 

15 2.13 - -a 1 1.00 - -a 

25 4.98 - -a -b -' - _ 

95% Cl 

(continued) 
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % Low High 

Aminos/Proteins/Animal Herbals and Botanicals 
Extracts (n = 16) (n = 97) 

95% Cl 95% Cl 

n % Low High n % Low High 

7.6 Are there written procedures for 
productIon processes? 

I. Yes 

2 No (Skrp to question 7.1 1) 

3 No production processes 
conducted (Sktp to Section 81 

No answer 

91 72.09 60.29 01.4; 10 61.18 36.12 81.46 67 68.71 55.43 79.45 

7 4.65 1.58 12.9t 4 23.90 9.18 49.37 12 11.62 6.34 20.3L 

15 19.10 1099 31.1( 1 6.26 0.83 34.72 13 15.58 7.28 30.2/ 

5 4.16 1.26 12.81 1 8.66 1.25 41.58 5 4.09 1.67 9.6e 

7.7 [If 7.6 is Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed! 

7 Yes 90 98J9 91.74 99.83 .- 
2. No (Skip to que;tron 7.9) 1 1.21 0 17 8.26 

No answer 0 0.00 0.00 o.oc 

7 8 [If 7.7 IS Yes1 
Are records made cf any correctrve 
actions taken if procedures are not 
followed? 

I, Yes, for some procedures 36 40.36 28.39 53.61 

2. Yes, for all procedures 42 47.92 35.62 60.49 

3. No 12 11.71 6.20 21.03 

10 100.00 100.00 100.00 57 87.48 77.69 93.35 

0 0.00 0.00 0 io ‘_. 8 10.01 4.92 19 32 

0 0.00 0.00 0.00 2 2.50 0.60 9.82 

3 28.83 9.47 61.06 31 58.04 41.72 72.78 

6 60.94 30.04 85.00 16 26.75 15.47 42.15 

1 10.24 1.32 49.38 10 15.21 7.77 27.65 

Other 
(n = 7) 

95% Cl 

n % Low High 

3 41.24 12.85 76.97 

1 17.58 2.37 65.22 

2 23.60 5.67 61 38 

1 17.58 2.37 65 22 

2 72.01’ 18.44 96.70 

1 27.99 3.30 81.56 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

2 100.00 100.00 100.00 

0 0.00 0.00 0.00 

(continued) 
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Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals 
(n = 118) Extracts (n = 16) (tl = 97) 

95% Cl 95% Cl 95% Cl 

n % Low High n % Low High n % Low High 

7.9 [Continued] 

8. Reserve samples of each batch of 87 93.98 81.78 98.1 

dietary supplement product are 
retained and stored under 
conditions consistent with the 
product labeling 

10 100.00 100.00 100.00 54 83.17 72.01 90.41 2 72.01 18.44 96.70 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 2.50 0.60 9.8; 

7.10 [If 7.6 is Yes] 
How long are recorifs on production 
processes retamed! 

1. year(s) after expiration 32 35.82 24.38 49.12 2 1953 4.70 54.45 16 20.23 11.80 32.47 - 
date 

0 0.00 0.00 0.00 

1 42.62 6.20 89.29 

I---- year(s) froin date of 

manufacture 

39 42.66 30.42 55.87 6 60.00 28.78 84.77 38 63.86 50.02 75.72 1 29.40 3.52 82.63 

3 Other 18 19.99 11.46 32.54 2 20.47 494 56.05 8 9.68 4.78 18.62 1 27.99 3.30 81.56 

Don’t know 1 0.82 0.11 5.78 0 0.00 0.00 0.00 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

No answer 1 0.71 0.10 4.96 0 0.00 0.00 0.00 5 6.23 2 54 14.49 0 0.00 0.00 0.00 

Mean years after expiration date 32 2.36 - -a 2 2.90 - -a 16 3.00 - -a 1 1.00 - -a 

Mean years from date of 39 4.42 - -a 6 5.00 - -a 38 5.40 - -a 1 6.00 - --' 

manufacture 

Other 
(n = 7) 

95% Cl 

n % Low High 

(contrnued) 



Table E-7. Weighted Responses for Section 7: Production and Process Controls (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n %  Low High 

7.11 [If 7.6 is NOT 31 
Does this plant use production and 
process controls that identify the 
points, steps, or stages in the 
manufacturing process to prevent 
adulteration? 

1. Yes 79 76.31 63.91 85.42 10 65.27 39.09 84.62 

2. No (Skip to Sectlon 8) 17 16.12 8.66 28.03 3 18.81 6.36 44.15 

Does this plant’s production and 
process controls have specifications 
that must be met for Identity, purity, 
quality, strength, and compositlon 
of components, ingredients, or 
dietary supplements and packing 
and labeling matertals? 

1. Yes, for components 53 66.96 52.62 78.71 5 51.18 23.27 78.37 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n %  Low High 

No answer 7 7.57 3.02 17.731 2 15.92 3.95 46.57 

7.12* [If 7.1 1 is Yes] 

2. Yes, for ingredients 67 85.99 75.41 92.47 5 51.18 23.27 78.37 

3. Yes, for dietary supplements 65 81.04 67.34 89.86 7 69.77 36.12 90.40 

4. Yes; for packing and labeling 49 64.01 49.90 76.05 8 79.53 43.62 95.12 
materials 

5. No, none of the above 1 3.01 0.42 18.53 0 0.00 0.00 0.00 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 

Herbals and Botanicals Other 
(n = 97) (n = 7) 

95% Cl 95% Cl 

n %  Low High n %  Low High 

49 56.48 43.00 69.0: 3 61.88 19.92 91 38 

22 25.45 16.33 37.3: 0 0.00 0.00 0.00 

13 18.07 8.57 34.1; 2 38.12 8.62 80.08 

28 59.58 43.11 74.13 0 0.00 0.00 0.00 

40 83.60 70.06 91.73 3 100.00 100.00 100.00 

31 61.29 44.46 75.79 1 37.18 4.57 87.97 

36 74.01 57 79 85.55 1 25.64 3.07 78.99 

4 7.59 2.63 19.98 0 0.00 0.00 0.00 

1 1.76 0.24 11.94 0 0.00 0.00 0.00 

(continued) 



Table E-7. Weighted Responses for Section 1: Production and Process Controls (continued) 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

Herbals and Botanicals 
(n = 97) 

Other 
(n = 7) 

95% Cl 95% Cl 95% Cl 9.5% Cl 
n %. low High n %  low High n %  low High n %  low High 

20 34.97 22.30 50.19 1 25.64 3.07 78.99 

7.13* [If 7.11 is Yes] 
Does this plant conduct tests to 
monitor the production and in- 
process control points, steps, or 
stages to ensure the identity, purity, 
quality, strength, al ,d composition 
of components, ingredients, or 
dietary supplements? 

1. Yes, for components 41 45.87 32.55 59.80 5 51.18 23.27 78.37 

2. Yes, for ingredients 50 61.22 47.06 73.70 7 69.77 36.12 90.4C 

3. Yes, for dietary supplements 53 64.83 50 35 77.01 6 60.47 29.32 84.94 

4. No, none of the above 14 20.80 11.37 34.97 1 9.76 1.39 45.36 

No answer a 0 - 0.00 O-00 0.00 0 0.00 0.00 a.00 

aConfidence interval co Jfd not be estimated because there was only one observation (respondent) in a stratum for that questron 

bcould not estimate because there were no respondents for that question. 

*Total may sum to greatzr than 100% because respondents could select more than one answer. 

33 59.63 41.53 75.44) 2 62 82 12.03 95.43 

28 55.45 39.00 70.79 2 62.82 12.03 95.43 

7 13.42 617 26.76 0 0.00 0.00 0.00 

1 1.76 0.24 11.94 0 0.00 0.00 0.00 ._ 



Table E-8. Weighted Responses for Section 8: Warehousing 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High n %  Low High 

8.0 Does this plant or site have 
warehouses to store raw materials, 
in-process materials, or finished 
products? 

1. Yes 116 97.41 86.43 99.55 16 100.00 100.00 100.00 92 95.91 90.32 98.33 6 88.46 47.78 98.47 

2. No (Skip to Sectron 9) 2 2.59 0.45 13.57 0 0.00 0.00 0.00 5 4.09 1.67 9.68 1 11.54 1.53 52.22 

8.1* Does your warehouse have 
temperature or humidity controls? 

1. Temperature controls 82 73.34 62.15 82.17 6 39.40 18.80 64.60 61 68.84 56.27 79.14 3 53.45 17.91 85.80 

2. Humrdrty controls 25 27.33 17.81 39.49 0 0.00 0.00 0.00 14 13.11 7.37 22.26 0 0.00 0.00 0.00 

3. No temperature or humidity 34 26.66 17.83 37.85 10 60.60 35.40 81.20 31 31.16 20.86 43.73 3 46.55 14.20 82.09 
controls 

’ 8;2 Are there written procedures for 
storage procedures to control 
against physical, chemical, and 
microbial adulteration as well as 
deterioration of the product and 
container? 

1. Yes 75 63.90 51.97 74.32 7 42.40 21.01 67.06 51 56.88 43.57 69.26 2 33.58 7.92 74.82 

2. No (Skip to question 8.7) 41 36.10 25.68 48.03 9 57.60 32.94 78.99 40 42.24 29.95 55.58 4 66.42 25.18 92.08 

No answer 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 0.88 0.12 6.11 0 0.00 0.00 0.00 

(continued) 
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Table E-8. Weighted Responses for Section 8: Warehousing (continued) 

Vitamins and Minerals 
(n = 118) 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n % Low High 

8.3 [If 8.2 is Yes] 
Does plant management verify and 
keep records that tt:ese procedures 
are being followed: 

1. Yes 65 87.93 74.33 94.8; 

2. No (Skip to questron 8.5) 10 12.07 5.18 25.6; 

No answer 0 0.00 0.00 o.oc 

8.4 [If 8.3 is Yes] 
Are records made of any corrective 
actions taken if procedures are nof 
followed? 

1, Yes, for some procedures 24 32.93 20.10 48.93 

2. Yes, for all procedures 36 58.05 42.12 72.46 
3. No 4 7.43 2.11 23.03 

No answer 1 1.59 0.22 10.79 

8.5' IIf 8.2 1s Yes] 
Do your written procedures for 
warehousing include any of the 
following? 

I, Procedures and records for 68 92 18 79.58 97.27 
forward and backward tracing of 
product 

2. Procedures and records for 55 66.53 50.93 79.20 
salvaged products that include 
product examination and 
reprocessing as Jppropriate 

No answer 3 2.03 0.62 6.49 

95% Cl 

n % low High 

7 100.00 100.00 100.0 

0 0.00 0.00 0.0 

0 0.00 0.00 0.0 

3 41.60 13.44 76.5 7 17 48 84 27.43 70 69 1 59.18 8.06 90.00 

4 58.40 23.43 86.51 6 12 33.54 15.83 57.52 1 40.82 4.00 91 94 

0 0.00 0.00 0.01 0 4 12.24 3 92 32.27 0 0.00 0 00 0.00 

0 0.00 0.00 o.ot 3 1 5.38 0.74 30.34 0 u.00 0 00 U.00 

7 100.00 100.00 lOO.O( 

5 73.17 36.21 92.9' 

0 0.00 0.00 O.O( 

3 

Herbals and Botanicals 
I 

Other 
(n = 97) (n = 7) 

95% Cl 95% Cl 
n % Low High n % Low High . 

‘0 34 74.35 59.84 84.94 2 100.00 100.00 100.00 

‘0 16 24.51 14.24 38.84 0 0.00 0.00 0.00 

0 1 1.13 0.15 7.96 0 0.00 0.00 0.00 

47 94.65 85.85 98.10 2 100.00 100.00 100.00 

31 58.11 39.42 74.73 1 40.82 4.03 Yl 8'3 

3 4.22 1.29 12.95 0 0.00 0.00 0.00 

(contrnued) 



Table E-8. Weighted Responses for Section 8: Warehousing (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

Aminos/Proteins/Animal Herbals and Botanicals Other 
Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 
I 

n %  Low High n %  Low High n %  Low High 

8.6 [If 8.2 is Yes] 
How long are records on 

warehousing retained? 

1. __ year(s) after expiration 25 30.95 19.59 45.20 1 13.41 1.84 56.13 15 23.13 13.07 37.5 
date 

2. - year(s) from date of 24 30.63 18.80 45.72 4 57.05 21.70 86.42 26 62.21 46.54 75.6 
manufacture 

3. Other 20 30.47 18.63 45.62 2 29.54 7.21 69.35 6 8.84 3.86 18.9 

Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 1.61 0.22 11.0 

No answer 6 7.94 3.66 16.37 0 0.00 0.00 0.00 3 4.22 1.29 12.91 

Mean after expiration date years 25 2.03 - -a 1 5.00 - -a 15 3.15 - -a 

Mean from date of years 24 4.00 - -a 4 5.52 - -a 26 5.24 - -J 
manufacture 

8.7 Are there written procedures on 
proper precautions to reduce the 
potential for mix-ups or adulteration 
or contamination of ingredients, raw 
materials, or in-process formulations 
(e.g., safety controls and operating 
practices or separation of 
ingredients)? 

1. Yes 82 63.51 51.73 73.88 9 54.92 30.73 76.98 54 59.59 46.11 71.76 

2. No (Skip to Sectlon 9) 28 27.42 17.98 39.43 6 36.42 16.87 61.78 33 35.95 24.21 49.65 

Not applicable 2 2.66 0.46 13.90 1 8.66 1.25 41.59 2 1.79 0.43 7.09 

Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 2 1.79 0.43 7.09 

No answer 4 6.41 2.19 17.29 0 0.00 0.00 0.00 1 0.88 0.12 6.11 

/ n %  Low High 

! 
2 100.00 100.00 100.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

2 1.00 - -a 

-13 - - - 

2 33.58 7.92 74.82 

4 66.42 25.18 92.08 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

(continued) 



m 
in Table E-8. Weighted Responses for Section 8: Warehousing (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % Low High 

8.8 ilf 8.7 is Yes] 
Does plant management verify and 
keep records that these procedures 
are being followed? 

1. Yes 75 93.20 85.60 96.9: 

2. No (Skip to Section 9) 7 6.80 3.07 14.4c 

No answer 0 0.00 0.00 o.oc 

Aminos/Proteins/Animal Herbals and Botanicals 
Extracts (n = 16) (n = 97) 

Other 
(n = 7) 

8.9 [If 8.8 is Yes1 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

1. Yes, for some pi ocedures 31 42.54 28.84 57.49 

2. Yes, for all procedures 38 49.14 35.04 63.39 

3. No 6 8.31 3.20 19.90 

No answer 0 0.00 0.00 0.00 

aConfidence interval coJd not be estimated because there was only one observation (respondent) rn a stratum for that question, 

bCould not estimate because there were no respondents for that question. 

*Total may sum to grealzr than 100% because respondents could select more than one answer 

4 48.82 18.87 79.65 24 44.29 27 08 63.00 1 59.18 8.10 95.97 . 

3 38.38 12.47 73.15 12 29.03 14.22 50.25 1 40.82 4.03 91.90 

1 12.79 1 62 56.68 7 i 4.84 6.34 30.99 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 1 11.83 1.78 49.83 0 0.00 0.00 0.00 

8 89.12 51.06 98.47 44 83.52 69.69 91.79 2 100.00 100.00 100.00 

1 10.88 1.53 48.94 9 14.94 7.1 1 28.72 0 0.00 0‘00 0.00 

0 0.00 0.00 0.00 1 1.54 0.21 10.52 0 0.00 0.00 0.00 



l l 
Table E-9. Weighted Responses for Section 9: Consumer Complaints 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n % Low High 

9.1 Are there written procedures at the 
plant or corporate love1 for handling 
consumer complaints? 

1. Yes 86 74.55 63.17 83.3, 

2. No (Skip to question 9.6) 29 23.38 14.90 34.7. 

Not applicable (Skip to 1 0.34 0.05 2.31 
Section 10) 

No answer 2 1.74 0.43 6.7; 

9.2 ]lf 9.1 IS Yes] 
Does management verify and keep 
records that these procedures are 
being followed? 

‘- 1. Yes 81 ‘92.98 81.55 97.5: 

2. No (Skip to question 9.4) 5 7.02 2.45 18.4i 

9.3 [If 9.2 is Yes] 
Are records made of any corrective 
actions taken if procedures are not 
followed? 

1. Yes, for some procedures 31 41.8; 28.80 56.18 

2. Yes, for all procedures 38 45.84 32.59 59.71 

3. No 12 12.29 6.29 22.63 

No answer 0 0.00 0.00 0.00 

Aminos/Proteins/Animal 
Extracts (n = 16) 

95% Cl 

n % Low Hig h 

10 60.89 35.42 8l.L 

6 39.1 1 18.45 64.: 

0 0.00 0.00 0.c 

0 0.00 0.00 0.c 

9 90.19 53.57 98.6 

1 9.81 1.35 46.4 

5 54.39 .24.10 81.7 

4 45.61 18.25 75.91 

0 0.00 0.00 0.01 

0 0.00 0.00 0.01 

j5 

i8 

10 

10 

5_ 

3 

5 

3 

3 

3 

Herbals and Botanicals 
I 

Other 
(n = 97) (n = 7) 

51 58.13 46.01 69.33 3 41.24 12.85 76.97 

43 39.50 28.65 51.49 4 58.76 23.03 87.15 

1 0.88 0.12 6.12 0 0.00 0.00 0.00 

2 1.50 0.36 6.06 0 0.00 0.00 0.00 

45 91:58 81.41 96.43 3 liiO.00 100.00 100.00‘ 

6 8.42 3.57 18.59 0 0.00 0.00 0.00 

18 40.24 22.04 61.60 0 0.00 0.00 0.00 

20 37.00 20.84 56.72 3 100.00 100.00 100.00 

6 12.15 4.86 27.21 0 0.00 0.00 0.00 

1 10.61 1.54 47.45 0 0.00 0.00 0.00 

(contrnued) 



P ul Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued] 

Vitamins and Minerals Aminos/Proteins/Animal 
(n = 118) Extracts (n = 16) 

95% Cl 95% Cl 

Herbals and Botanicals Other 
(n = 97) (n = 7) 

95% Cl 
n % low High n % Low High n % Low High 

9.4* [If 9.1 is Yes] 
Do your written procedures for 
handling consumer complaints 
rnclude any of the following? 

1, Procedures for !landling all 
written and oral complarnts 

2. Records concerning the handlrng 
* of complaints including any 

investigations, investigatton 
findings, and fc;llow-up action 
taken 

3. Procedures for :-equiring 
reportrng of serious adverse 
events to FDA MEDWATCH 

Don’t know 

No answer 

83 97.34 91 .I4 99.21 

75 83.17 69.03 91.6L 

15 16.82 9.07 29.07 

0 0.00 0.00 0.00 
0 0.00 0.00 0.00 

9.5 [If 9.1 is Yes] 
How long are records on consumer 
complaints retained at the plant or 
corporate headquarters? 

1 year(s) after expiration 31 37.04 25.06 50.87 __ 
date 

2--- year(s) fr,,m date of 23 28.48 17.65 42.52 
manufacture 

3. Other 30 30.66 20.14 43.68 

Don’t know 1 3.02 0.41 19.21 

No answer 1 0.80 0.11 5.61 

Mean aftt r expiration date years 3 1 1.95 1.38 2.52 

Mean years fro n date of 23 4.51 3.89 5.14 
manufacture 

a 79.91 44.34 95.2( 

10 100.00 100.00 lOO.Of 

1 9.34’ 1.29 44.7; 

0 0.00 0.00 O.O( 

0 0.00 0.00 o.oc 

2 19.62 4.70 54.7c 

6 59.81, 28.88 84.51 

2 20.57 5.02 55.94 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

2 1.95 0.53 3.38 14 3.04 1.63 4.45 1 1 .oo 1 .oo 1 00 

6 '4.51 3.09 5.92 ia 3.97 3.24 4.69 1 6.00 6.00 6.00 

47 94.15 84.75 97.91 

43 79.72 56.08 92.3: 

5 9.22 3.32 23.0' 

1 1.45 0.19 10.01 

1 1.45 0 19 10.01 

14 29.05 14 29 50.15 

18 35 58 20.85 53.65 

14 28.08 13.72 48.94 

2 2.89 0.70 11.18 

3 4.40 1.35 13.44 

95% Cl 

n % Low High 

3 100.00 100.00 100.00 

2 72.01 la.40 96.71 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

1 42.62 6.19 a9 32 

1 29.40 3 51 82.67 

1 27.99 3.29 al.60 

0 0.00 0.00 0.00 

0 0.00 0.00 0.00 

(continued) 



Table E-9. Weighted Responses for Section 9: Consumer Complaints (continued) 

Vitamins and Minerals 
(n = 118) 

95% Cl 

n %  Low High 

9.6* What are your procedures for 
handling adverse events associated 
wrth consumer complaints? 

1. Incident is reported to FDA 22 20.60 12.49 32.04 

2. Product is tested for identity and 86 73.09 61.39 82.27 
composition 

3. Product is reformulated 36 32.09 22.60 43.32 

4. Product is recalled 68 59.29 47.59 70.03 

5. Other 28 23.72 15.14 35.14 

Don’t know 1 0.34 0.05 2.37 

No answer 2 1.47 0.36 5.86 

9.7 Does this plant have a recall 
procedure in place? 

1. Yes 95 80.84 69.74 88.53 

2. No 18 16.47 9.27 27.57 

No answer 4 2.69 0.96 7.31 

Aminos/Proteins/Animal 
I 

Herbals and Botanicals 
I 

Other 
Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 

n %  Low High n %  Low High n %  Low High 

3 18.50 5.87 45.25 12 16.23 7.61 31.31 0 0.00 0.00 0.00 

11 69.27 43.37 86.90 58 58.53 45.34 70.59 2 23.67 5.68 61.47 

1 6.26 0.83 34.72 21 22.54 12.92 36.32 0 0.00 0.00 0.00 

12 75.24 48.75 90.66 58 63.36 51.57 73.74 2 29.70 7.11 69.99 

6 39.1 1 18.44 64.59 22 20.92 13.39 31.17 4 58.76 23.02 87.16 

0 0.00 0.00 0.00 1 0.85 0.12 5.91 0 0.00 0.00 0.00 

1 6.26 0.83 34.72 9 a.99 4.43 17.41 0 0.00 0.00 0.00 

15 93.74 65.28 99.17 59 59.64 .46.42 71.60 3 41.24 12.84 76.98 

1 6.26 0.83 34.72 31 33.99 22.71 47.43 4 58.76 23.02 87.16 

0 0.00 0.00 0.00 6 6.37 2.63 14.63 0 0.00 0.00 0.00 

(continued) 



Table E-9. Weighted Responses for Section g: Consumer Complaints (continued) 

1. In-house medical personnel 5.69 0.79 31.30 29.64 7.09 69.94 

2. In-house scientrfic personnel 56 46.04 35.04 57.44 
I 

6 36.42 16.87 61.781 25 28.03 17.95 40.951 2 29.70 7.1 1 69.99 

3. In-house qualit)) control 96 78.67 66.87 87.07 12 73.13 46.05 89.67 65 65.39 51.92 76.77 3 41.76 13.14 77.26 
personnel 

4. In-house regularory affairs 41 33.45 23.57 45.02 6 36.71 17.00 62.16 17 16.06 9.60 25.63 1 12.12 1.63 53.50 
personnel 

5. Outside contractor 13 11.90 -a -a 0 0.00 -a -a 11 9.22 -a -a 2 23.60 -a -a 

6. Other 22 18.46 10.93 29.47 4 26.58 10.26 53.41 21 23.21 13.50 36.93 4 58.76 23.02 87 16 

Don’t know 1 2.26 0.31 14.75 0 0.00 0.00 0.00 0 0.00 0 00 0.00 0 Q.00 0.00 0.00 

’ No answer 0 0.00 0.00 0.00 o- 0.00 0.00 0.00 '4 4.60 1.50 13.19 0 0.00 0.00 0.00 

aconfidence interval cc Jtd not be estimated because of matrixconformabilrty error. 

*Total may sum to grea er than 100% because respondents could select more than one answer. 
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Table E-IO. Weighted Responses for Section 10: Your Plant (continued) 

Vitamins and Minerals Aminos/Proteins/Animaf Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n %  low High n %  Low High n %  Low High n %  Low High 

10.5 [If 10.4 is No1 
Is the water supply at this plant 
potable? 

1. Yes 9 73.05 19.08 96.89 4 100.00 100.00 100.00 15 72.15 49.37 87.31 1 60.36 7.82 96.47 

2. No 0 0.00 0.00 0.00 0 0.00 0.00 0.00 3 13.93 417 37.55 1 39.64 3.53 92.18 

Don’t know 0 0.00 0.00 0.00 0 0.00 0.00 0.00 1 5.09 0.63 31.23 0 0.00 0.00 0.00 

No answer 2 26.95 3.11 80.92 0 0.00 0.00 0.00 2 8.84 1.94 32.17 0 0.00 0.00 0.00 

10.6 Does your company own plants at 
other locations? 

1. Yes 38 30.70 21.32 42.00 5 30.16 12.83 55.88 14 13.86 7 70 23.68 1 17.58 2.37 65.22 

2. No 74 63.31 51.76 73.52 10 63.58 38.47 82.98 77 79.65 68.83 87.40 6 82.42 34.78 97.63 

No answer 6 5.99 2.15 15.59 1 6.26 0.83 34.72 6 6.50 2.69 14.88 0 0.00 0.00 0.00 

10.7 How many emplo,vees are currently 
employed at this plant? 

1. Full-time (mean response) 112 136.94 68.21 205.67 14 65.14 26.67 103.60 8% 32.87 13.00 52.75 4 10.44 O.OOa 27.47 

2. Part-time (mean response) 53 24.46 O.OOa 49.64 3 16.26 o.ooa 41.97 49 4.33 2.47 6.19 4 1.93 0.14 3.71 

10.8 How many employees employed at 
this plant are working in quality 
control? 

1, Full-time (mean response) 101 13.28 6.48 20.08 14 5.82 2.84 8.80 72 2.64 1.98 3.31 3 1.75 o.ooa 4.18 

2. Part-time (mean response) 43 3.11 0.93 5.29 6 1.94 0.73 3.15 38 1.53 1.09 197 4 0.70 o.ooa 1.46 

(continued) 



Table E=lO. Weighted Responses for Section 10: Your Plant (continued) 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals 
(n = 118) Extracts (n = 16) (n = 97) 

95% Cl 95% Cl 95% Cl 

n %  * Low High n %  Low High n %  Low High n 

10.9 For the most recent fiscal year, 
provide the number of batches of 
dietary supplement product by 
product form. 

Mean response in batches 

a. Powder 86 95.00 62.44 127.56 10 101.81 O.OOa 224.87 74 64.00 22.21 105.80 5 

b. Liquid 86 48.98 12.86 85.11 10 18.01 O.OOa 37.23 74 90.64 52.72 128.57 5 

c. Paste 86 1.27 O.OOa 3.21 10 0.09 o.ooa 0.26 74 19.96 o.ooa 57.59 5 

d. Capsule 86 126.77 78.88 174.67 10 3.82 O.OOa 10.46 74 25.29 4.12 46.46 5 

e. Tablet or caplet 86 166.60 101.32 231.87 10 0.89 O.OOa 2.60 74 18.56 3.18 33.94 5 

f. Celcap .86 12.92 2.54 23.30 10 0.00 0.00 0.00 74 0.83 O.OOa 1.87 5 

g. Other 86 7.36 0.29 14.44 10 3.41 o.ooa 8.46 74 29.42 9.55 49.29 5 

h. Other 86 0.00 0.00 0.00 10 0.00 0.00 0.00 74 6.13 O.OOa 15.27 5 

Other 
(n = 7) 

95% Cl 

%  Low High 

1.19 0.01 2.36 

5.67 O.OOa 12.71 

0.00 0.00 0.00 

2.45 0.13 4.77 

0.00 0.00 0.00 

0.00 0.00 0.00 

0.98 O.OOa 2.78 

0.00 0.00 0.00 

Total 86 458.92 334.11 583.72 10 128.04 11.19 244.88 74 254.83 168.54 341.12 5 10.29 0.87 19.70 

(continued) 



P a, Table E=lO. Weighted Responses for Section 10: Your Plant (continued) 

10.10 What were the gross sales revenue 
for the dietary supplement 
operarions only at this plant for 
the most recent fiscal year? 

I. Less than $500,000 

2. $500,000 to lust under $1 
million 

3. $1 to just under $2.5 million 

4. $2.5 to just under $5 million 

5. $5 to just under $10 million 

6. $10 to just under $20 million 

7. $20 to just under $50 million 

8. $50 to just under $100 million 

9. $100 to just under $500 
million 

10. $500 million or more 

Don’t know 

No answer 

Vitamins and Minerals Aminos/Proteins/Animal Herbals and Botanicals Other 
(n = 118) Extracts (n = 16) (n = 97) (n = 7) 

95% Cl 95% Cl 95% Cl 95% Cl 

n % low High n % low High n % Low High n % Low High 

22 16.19 9.41 26.45 5 30.45 12.83 56.56 

8 4.73 1.69 12.59 3 18.21 5.95 43.91 

13 19.93 11.65 31.97 1 8.66 1.25 41.58 

8 7.49 3.15 16.75 2 11.95 2.90 38.13 

19 15.81 9.14 25.95 0 0.00 0.00 0.00 

14 7.79 4.45 13.29 1 6.26 0.83 34.72 

11 11.04 5.52 20.84 1 6.26 0.83 34.72 

4 2.16 0.75 6.07 0. 0.00 0.00 0.00 

8 7.51 3.40 15.80 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

1 0.87 0.12 6.02 1 5.69 0.79 31.29 

IO 6.47 3.40 11.97 2 12.52 3.07 39.25 

38 34.10 24.25 45.53 4 58.76 23.03 87.15 

15 22.37 11.70 38.53 0 0.00 0.00 0.00 

14 13.13 7.40 22.24 1 12.12 1.63 53.50 

7 5.74 2.67 11.91 0 0.00 0.00 0.00 

9 10.14 3.92 23.78 0 0.00 0.00 0.00 

4 4.92 1.64 13.84 0 0.00 0.00 0.00 

4 4.70 1 57 13.24 0 0.00 0.00 0.00 

-0 0.00 0.00 0.00 0 0.00 0.00 0 00 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

0 0.00 0.00 0.00 0 0.00 0.00 0.00 

6 4.90 2.14 10.80 2 29.12 6.87 69.58 

aEstimated confidence I lterval for lower bound was less than zero so we truncated the Interval. 



Table E-l 1. Verbatims for Question 2.4: Why Does this Plant Not Follow Published GMPs? 

Vitamins and Minerals 

It is not a manufacturing facility. Just a sales and marketing site. 

All products distributed are produced by other companies in facilities wholly within their control. 

We sub-contract with packaging companies for actual supplement manufacturing. (We do not have production facility). 

OEM customers do not want to pay for extensive costs, i.e., lab tests of raw materials even finished products. 

Don’t manufacture-we rely on manufacturers. 

Not a plant. 

We do not manufacture products, we distribute finished products only. 

Proposed rule making not finalized. 

Very expensive-we are small. 

We don’t manufacture. 

‘. 
Do not understand exact meaning. 

a We are not manufacturer in this place. Only office here. 

I don’t manufacture anything or encapsulate anything--I’m not a plant. 

Distribution only. 

Limited resources. 

We are strictly a distributor and rely on our vendors to have GMPs. 

We are a business office. 

Current operations have proven adequate and safe over many ’ years. Thousands of satisfied customers with very few complaints. 

Not economically feasible 

Too costly to implement. 

We handle 80-90% raw materials of herbs-only about 5 kinds of herbs that’s all 

In development at this time. 

Dietary supplement product lines are not extensive enough to warrant following a published GMP model. 
(continued) 



Table E-l 1. Verbatlms for Question 2.4: Why Does this Plant Not Follow Publlshed GRIPS? (continued) 

Amin&/Proteins/Animal Extracts 

Current program stronger than GMPs. 

Not a manufacturer-only resell bulk ingredients. 

We import products that are made overseas and depend on our suppliers to follow GMP standards. 

Products produced by approved vendor. 

We are not aware of published GMPs for importers who do not ever open drums. The producers follow published GMP. 

We do not manufacture or bottle the product- Only prrvate label and distribute. 

Herbals and Botanic& 

Not sure how GMFs apply to my company. Too busy struggling to survive to find out. 

Our plant is staffed by only two people-myself and my wife. We srmply warehouse and re-shop products whrch are packed by prrvate companies. 

Not familiar. 

We manufacture si!lgle herb tea grown on our biological reserve. As a small company with one product that we control from seed to mature plant. 

Not familiar with them. 

Not required. 

Too costly and unnecessary in our situation. 

Not applicable-we don’t manufacture products. 

Do not have enough information-will set up in 2000. 

We do not manufacture. 

We are just a sales and marketing office. 

I don’t think they are adequate for botanical identity. 

It doesn’t seem necessary. We know the contents/purity of the goods we make, and have our own standards for purity and sanitation. 

Published procedures are generally not applicable or practical for an herbal manufacturing company of our size. 

We do not trust the intent of the inspectors. We are afraid that they may acquire proprietary manufacturing practrces from us. 

I was told by an FDA staff member that GMPs did not apply to our operation. 

Only because i don’t have a copy of published GMPs and didn’t know where to access this information. 
(continued1 



Table E=l I. Verbatims for Question 2.4: Why Does this Plant Not Follow Publlshed GMPs? (continued) 

Herbals and Botanicals (continued) 

Unavailable-guidelines not established. 

GMP not readily available and the expense involved. 

We are not a manufacturer and this is not a plant. 

We are in the process of implementing new procedures. 

We follow specific procedures defined by clients and we are using our own GMP system. 

We feel we have GMPs in place. They just aren’t the GMPs that someone else established, they’re are [sic] own. 

Work in process. Goal to be by 6/2000. 

None of the actual manufacturing done at this location. 

We are not manufacturer. Our manufacturer follows China’s and/or Australia’s GMPs. 

Raw ingredient supplier. 

We are a distributor. 

We are a farm and produce bulk herbs mostly. 

Contract manufacturers-make and package our products-we repackage into point of sale displays only. 

Other 

Not a manufacturer. 

Manufacturing is not done at this plant but items in question 2.3 are kept on file by our supplier. 

We employ the services of contract manufacturers for all our products. Consequently, the questions in sections 3-7 are not applicable. 


